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Elonco 
Elanco Animal Health 
2500 Innovation Way 
Greenfield, IN 46140 
317.276.2000 

U.S. Environmental Protection Agency 
Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504P) 
Room S4900, One Potomac Yard 
2777 Crystal Drive 
Arlington, VA 22202 

Attn: Mr. Mark Suarez, Project Manager 

Subject: Notification of Final Printed Labeling per PR Notice 98-10 

Product: CheristinTM for cats [EPA Reg. No. 72642-10] 

Dear Mr. Suarez, 

February 20, 2013 

As instructed in the letter of issuance of the registration approval of this product, please find 
attached two copies of the finished product labeling for Chersitin TM for cats. 

A fully executed EPA Form 8570-1 is also attached to this letter. 

If you have any questions or comments, please feel free to contact me at your earliest 
convenience. If I cannot be reached, please contact Cory Herr, Director of U.S. Regulatory 
Innovation, at (317) 651-2776 or at herr_cory_t@elanco.com. 

Sincerely, 

Aaron Johnson, DVM, MS 
U.S. Regulatory Affairs 
Elanco Animal Health 
Office: 317-276-4021 
Fax: 317-277-4167 
Email: ajohnson@elanco.com 

• ••• • • •••• 
• • • • • •• •• 

• 
•••• • • •••• 
• ••• • • • •• • 

• .. . 
•••••• • 
• • • • • •• •• 

2 

• ••••• • •• • • 
•••••• • • •• 
• •••• • • ••••• 



~ ' A I Print Form I 
P""~ .. =·~·~tN,:;;d~lna:;;:,~trucdo::l;j~,,.::.:o~n~,..~""=:.•::.:"-:fi~Of'9;:.:::.:;:,;comolll~:::::il.~fo~rm=------------------....;.F~onn:,:.:.:.~A:aa:,ftft~'ro~v~ed.-:.i:. JN~o~.J2~02720-00;;2S~602.,,.!:::::::::::::::::::: __ .,. 

&EPA 
United Stotos 

Environmental Protection Agency 
Washington, DC 20460 

Registration 
Amendment 
Other 

OPP Identifier Number 

Application for Pesticide - Section I 
1. Company/Product Number 

72642-10 

4. Company/Product (Neme) 
Elanco Animal Health I Cheristin for cats 

5. Name and Addra11 of Applic•int /lnclud. ZIP Code/ 

Elanco Animal Health, A Division of Eli Lilly & Company 
2500 Innovation Way, P.O. Box 708, Greenfield, IN 46140 

2. EPA Product Manager 
Mark Suarez 

PMI 
13 

3. Propo1ed Cl•aification 

0 None D Re1tricted 

6. Expedited Review. In accordance with FIFRA Section 3(c)(31 
(b)(i), my product is similar or identical in composition and labeling 
to: 

EPA Reg. No. 
~--~----~~----------

Amendment - Explain below. 

Product Name 

Section - II 

Finel printed label• in reeponae to January 17 2013 
Agency letter doted D 

D 
D 

R11ubmi11ion In reeponae to Agency letter doted ______ _ 

0 
D 
D 

•Me Too• Application. 

Notification • Explain below. Other - Explain below. 

Explanation: UH additional poge(1) If n1ce11111ry. (For Hction I and Section II.) 

1. Material n. Product Wiii Be Packaged In: 

Child·Resiatant Packaging 

Dv .. · 
ONo 

Unit Packaging 

DY•• 
ONo 

If ·va1• No. per 

Section - Ill 

Weter Soluble Packaging 

D v .. 
D No 

2. Type of Container 

GlaH 
Peper 

• Csnification must 
be submittlld 

Unit Packaging wgt. container 
If ·vea• 
Package wgt 

No. per 
container 

§~=c 
Other (Specify) ______ _ 

3. Location of Nat Contents lnfonnation 

D Label 0 Cont8in•r 

6. Manner in Which Laba! i1 Affixed to Product 

4. Size(s) Retail Container 

- Lithograph _I Paper glued 
Stenciled 

I 

Section - IV 

0 Other 

5. Location of Label Direction• 

E3 0 ·-~-· ~··· n~ • • 
On l.Aibeling eccompanyinoo,~uct 

• • • • • . 
•••• - -

•••••le . 
• 

- . 
• 

1 . Contact Point .... ······ /Compl•t• it•m.s directly b.tow for id11ntification of individulll to b• contacted, if necessary, to procllU this application.)_ _ • _ • 

Name Titl1 Telephone No. Cf~e~rea Cede+•• 
Principal Consultant 3 l 7-276-0421 • •• : •• • Aaron Johnson 

Certification 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. 
I acknowledg1 that any knowingly false or misleading statement may be punishable by fine or impriaorvnent or 
both under applicable law. 

4. Typed Name 

Aaron Johnson 

EPA Form 8570-1 !Rev. 8-94) Previous editions ore obsolete. 

3. Title 

Principal Consultant, Regulatory Affairs 

5. Date 

February 20, 2013 

Whits • EPA Fu. Copy !original) 

8. Dai-r A~r'flt:ation 
Received 

• • 
isal~ed) 

Y1Uow • AppUcant Copy 
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r··roher1sbn'" for cats SIDE EFFECTS: 

Monitor your cat alter application. Side effects may Include signs of application 
stte reactions such as application site hair loss, hair change (greasy, clumping or 
matting) or redness, inflammation and ttching. Other side effects such as 
Inactivity, vomiting and lnappetance have also been reported. ff these or any 
other side effects occur, consult your ve1erinarlan, your cat's healthcare expert. 
For technical assistance or to report a side effect. call Elanco at 
1-888-545-5973. 

• • • • • 4JlllECTIDNS FOR USE 

••••• • • ••••• 
•• • • •••••• 

• • • • • •••••• 
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• • It Is a violation of Federal law to use this product In a manner inconsistent 
• with its labeling . 

• • tMore detailed directions tor use are included in the box. Read the entire label, 
• • " il\ctions for use and frequency of application each time before using this 
• • • product. 

• • • • ~ prevention and treatment of fleas, part the hair on the neck at the base of the 
• • • j ead and apply the contents of the applicator tube to a single spot on the skin of 

the cat Do not apply on the surface of the cat's hair coat Place the empty 
• applicator tube in the trash . 

• • • !llonthly application Is recommended to prevent and treat flea infestations. 
: • ~h~rtstin for cats starts working in 30 minutes and continues killing fleas for a 

full month alter application. 

•••• P!iCAl/TIONARY STATEMENTS 

••• RAlARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TO HUMANS 

Harmful ff swallowed. causes moderate eye lnitation. Wash thoroughly wtth soap 
and water alter handling and before eating, drinking, chewing gum, using tobacco 
or using the toilet Avoid contact wtth eyes or clothing. 

HAZARDS TO DOMESTIC ANIMALS 

FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on 
kitiens less than eight (8) weeks of age or weighing less than t .8 lb. Do not allow 
your cat to Ingest this product. Use only a single dose on cats weighing greater 
than 20 lbs. As with any product, consult your veterinarian before using this 
product on debilttated, aged, pregnant or nursing animals or animals known to be 
sensitive to pesticides. 

FIRST AID 

IF IN EYES: 
• Hold eye open and rinse slowly and gently wtth water for 15-20 minutes. 

Remove contact lenses, if presen~ after the flrst 5 minutes, then continue 
rinsing. 

• Call a poison control center or doctor tor treatment advice. 

IF SWAUOWED: 
• Gall a poison control center or doctor immediately for treatment advice. Have 

the product label with you when you call the poison control center or medical 
professional. 

• Have person sip a glass of water ff able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label wtth you when calling a poison control center 
or doctor or going for treatment You may also contact Rocky Mountain Poison 
Control at 1-888-767-5023 for emergency medical treatment information. 

EPA Reg. No. 72642-10 
EPA Est No. 87859-IL-001 

Elanco and Cherlstin are trademarl<s owned or licensed by Eli Liiiy and Company, 
its subsidiaries or affiliates. 
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Manufactured for 
Elanro Animal Health 

Ohenstin­
forcats A Division of Ell Lilly and Company 

lndianapOlls, IN 40285 

DIRECTIONS FOR USE 
It Is a violation of Federal law to use this 
product In a manner Inconsistent with Its 
labeling. 
Mo<e detailed directions for use are Included 
In the box. Read the entire label, directions for 
use end trequency of application each time 
before using this product. 
For prevention and treatment of fleas, part the 
hair on the neck at the base of the head and 
apply the contents of the applicat0< tube to a 
single sprit on the sl<Jn of the cat Do not 
apply on the surface ol the cars hair coal 
Place the amply appllcat0< tube In the trash. 
Monthly application ls recommended to 
prevent and treal nea Infestations. Cherlslln 
for cats starts worl<Jng In 30 mlnutas and 
continues killlng fleas 10< a run month after 
application. 

PRECAllTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC 
ANIMALS - CAllTION 

HAZARDS TO HUMANS 
Harmful n swaJ!owed. causes moderat8 eye 
lrrttation. Wash thorooghly with soap and 
Willllf after handling and before eating, 
drinking, chewing gum, using tobacco or 
using the toilet Avoid COl'1lact with eyes or 
clothing. 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS AND KITTENS ONLY. For 
external use only. Do not use on kittens less 
than eight (8) weeks of age or weighing less 
than t .8 lb. Do not allow yoor cat to Ingest 
this product Use only a single dose on cats 
weighing grealet' than 20 lbs. kl with any 
product. consult yoor veterinarian before 
using this product on debllltated, aged, 
pregnant Of nursing animals 0< animals 
known to be sensitive to pesticides. 

SH086355AMA 

ElDnco. 

SIDE EFFECTS: 
MonltO< yoor cat after application. Side 
effects may Include signs of application slta 
reactions such as application site hair loss, 
hair change (greasy, clumptng or matting) Of 
redness, lnnammation and Itching. Other 
side effects such as Inactivity. vomiting and 
inappetance haVe also been reported. n 
these or any other side effects occur, 
consult your veter1narian, your cars 
healthcare expert. For technical assistance 
0< to report a side effect, call EJanco at 
1-888-545-5973. 

RRST AJO 

!FIN EYES: 
• Hold eye open and rinse slowly and gently 

with waist' for 15-20 mlnutas. Remove 
contact lenses, n present after the first 
5 minutes, then continue rinsing. 

• can a poison control center ., doct0< for 
treatment advice. 

IF SWALLOWED: 
• call a poison control center or doctor 

Immediately f0< treatment edvlce. Have 
the product label with yoo when you call 
the poison control center Of medical 
professional. 

• Have P8f1lOO sip a glass of water n able to 
swallow. 

• Do not Induce vomiting unless told to by a 
poison control center 0< ooctor. 

• Do not give anything to an unconscious 
person. 

Have the product container 0< label with you 
when calling a poison control center Of 
- or going for treatment You may also 
contact Rocl<y Mountain Polson Control at 
1-888-767-5023 for emergency medical 
treatment information. 

CA4590 
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FAST ACTING · 
STARTS KIWNG 
FlfAS IN 30 MIN. 

m 
ONCE·A·MONTII 

~ 
TOPICAL 
APPLICATION 

KEEP 01/T 
OF REACH 
OF CHILDREN 
CAUTION 

_1 

TOPICAL D LI 
APPLICATOR ~ 

Oher1st1n™ 
for cats 
spinetoram 

A ONCE-A-MONTH TOPICAL SOLUTION 
FOR THE PREVENTION AND TREATMENT 
OF REA INFESTATIONS 

ONLY FOR CATS AND KITTENS 
EIGHT WEEKS OF AGE AND OLDER 

ACTIVE INGREDIENT 
Splnet0<am (CAS# 187166-40-1 & 187166-15-0) ..... 11 .2% 

OlllER INGREDIENTS .................................................... 88.8% 
TOTAL 100.0% 

SEE BACK PANEL FOR PRECAUTIONARY STATEMEITTS 
Rf.AD All DIRECTIONS BEFORE USING THIS PRODUCT 
CONTENTS t • 0.026 fl oz (0. 77 mQ applicator Elanco. 

•••• • • O••• 
• • 

• •• ·.1 
• 
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Oher1st1n™ 
for cats 

spinetoram 

A ONCE-A-MONTH TOPICAL SOLUTION 
FOR THE PREVENTION AND TREATMENT 

OF FLEA INFESTATIONS 

ONLY FOR CATS AND KITTENS 
EIGHT WEEKS OF AGE AND OLDER 

ACTIVE INGREDIENT 
Spinetoram [GAS# 187166-40-1 & 

187166-15-0) ... ...... .... ........ ... ... ... ... ... .. ... 11.2% 
OTHER INGREDIENTS ...... ......... .. ....... .... 88.8% 

TOTAL 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC 
ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful if swallowed. Causes moderate eye 
irritation. Wash thoroughly with soap and water 
after handling and before eating, drinking, 
chewing gum, using tobacco or using the toilet. 
Avoid contact with eyes or clothing. 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS AND KITTENS ONLY. For 
external use only. Do not use on kittens less 
than eight (8) weeks of age or weighing less 
than 1.8 lb. Do not allow your cat to ingest this 
product. Use only a single dose on cats 
weighing greater than 20 lbs. As with any 
product, consult your veterinarian before using 
this product on debilitated, aged, pregnant or 
nursing animals or animals known to be 
sensitive to pesticides. 

SIDE EFFECTS: 
Monitor your cat after application. Side 
effects may include signs of application site 
reactions such as application site hair loss, 
hair change (greasy, clumping or matting) or 
redness, inflammation and itching. Other side 
effects such as inactivity, vomiting and 
inappetance have also been reported. If these 
or any other side effects occur, consult your 
veterinarian, your cat's healthcare expert. For 
technical assistance or to report a side effect, 
call Elanco at 1-888-545-5973. 

FIRST AID 

IF IN EYES: 
• Hold eye open and rinse slowly and gently 

with water for 15-20 minutes. Remove 
contact lenses, if present, after the first 
5 minutes, then continue rinsing. 

• Call a poison control center or doctor for 
treatment advice. 

IF SWALLOWED: 
• Call a poison control center or doctor 

immediately for treatment advice. Have the 
product label with you when you call the 
poison control center or medical 
professional. 

• Have person sip a glass of water if able 
to swallow. 

• Do not induce vomiting unless told to by a 
poison control center or doctor. 

• Do not give anything to an unconscious 
person. 

Have the product container or label with you 
when calling a poison control center or doctor 
or going for treatment. You may also contact 
Rocky Mountain Poison Control at 
1-888-767-5023 for emergency medical 
treatment information. 

DIRECTIONS FOR USE: 
It is a violation of Federal law to use this product 
in a manner inconsistent with its labeling. 

Read the entire label , directions for u~ei al"I~. 
frequency of application each time befOl'l:1 Osing 
this product. For external use on cats "11id. : 
kittens only. " • 5 

• 

• 
FREQUENCY OF APPLICATION •••• • • To kill fleas and prevent reinfestations, !~~fy to 
cats and kittens 8 weeks of age and Q1aer.~~ 
follows: •• • 

HOW TO APPLY 
• 

• • ••• •• • • 
1. Use only on cats and kittens 8 weekl; of ~e 

and older and weighing 1.8 lbs or n1'Ql'lil~ UJ 
not use more than a single dose on cats 
weighing greater than 20 lbs. 
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2. Remove one applicator tube from the blister 
package. 

3. Hold applicator tube in an upright position. 

4. Press cap down until it clicks (indicating the 
tube has been punctured). Hold upright and 
remove cap. Check to be sure there is an 
opening at the tip of tube. 

5. Part the hair on the neck at the base of the 
head until the skin is visible. Place the tip of 
the tube directly above the skin and squeeze 
the tube 2-4 times to expel the contents of 
the tube directly on the skin. For best results, 
apply at the base of the head, not between 
shoulder blades. Avoid getting the product in 
your pet's eyes or mouth. Treatment at the 
base of the head will minimize the 
opportunity for the cat to directly lick the 
product. Do not allow your cat to ingest this 
product. (There may be a small residual 
remaining in the tube after a full dose is 
expelled.) 

6. Discard empty applicator tube in the trash. 

Monthly application is recommended to prevent 
and treat flea infestations. Cheristin for cats 
starts working in 30 minutes and continues 
killing fleas for a full month after application. 

STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by 
storage and disposal. 

Pesticide Storage: 
Store in original package in a cool dry place. 

Pesticide Disposal: 
Call your local solid waste agency or 
1-800-CLEANUP or equivalent organization 
for disposal instructions. Unless otherwise 
instructed place in trash. Never pour unused 
product down the drain or on the ground. 

Container Handling: 
If empty: Non-refillable container. Do not 
reuse this container. Place in the trash , or 
offer for recycling if available. 

If partly filled: Call your local solid waste 
agency for disposal instructions. Never place 
unused product down any indoor or outdoor 
drain. 

LIMITED WARRANTY AND 
LIMITATIONS OF LIABILITY 
By using, buying or handling this product, users 
or buyers accept the following conditions, 
disclaimer of warranties and limitations of 
liability. The directions for use of this product 
are believed to be adequate and must be 
followed carefully. All risks of product use or 
handling are assumed by the user or buyer. No 
agent of Elanco is authorized to make, extend 
or modify any warranties. TO THE EXTENT 
CONSISTENT WITH APPLICABLE LAW 
ELANCO MAKES NO OTHER WARRANTIES, 
EXPRESSED OR IMPLIED, OF 
MERCHANTABILITY OR OF FITNESS FOR A 
PARTICULAR PURPOSE OR OTHERWISE, 
THAT EXTEND BEYOND THE STATEMENTS 
MADE ON THIS LABEL. ELANCO DISCLAIMS 
ANY LIABILITY WHATSOEVER FOR SPECIAL, 
INCIDENTAL OR CONSEQUENTIAL DAMAGES 
RESULTING FROM THE USE OR HANDLING 
OF THIS PRODUCT. To the extent consistent 
with applicable law the exclusive remedy of the 
user or buyer for any and all losses, injuries or 
damages resulting from the use or handling of 
this product, whether in contract, warranty, tort, 
negligence, strict liability.or otherwise, is limited 
to the purchase price paid or replacement of 
the product. 

Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-10 
EPA Est. No. 87859-IL-001 

•••• • • • ••• 
• • • • • •• •• 

• 
Cheristin is a trademark owned or lice~ •. 

by Eli Lilly and Company, its subsidiarie~ • • • 
or affiliates. • • : • % 

•• • 

•••••• • •• • • 
•••••• • • •• 
• •••• • • • • •••• 
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<Qhenstin­
forcats 

Time to 
Protect Your Cat 

Tlme to 
Protect Your Cot 

.. ' 
I II I .. 

<Qhenstin­
forcats 

Tlme to 
Protect Your Cat 

Timeto 
Protect Your Cat 

<Qhenstin­
forcats 

Time to 
Protect Your Cat 

<Qhenstin· 
for cats 

Visit your 
veterinarian 

for more 
Cheristln 
for cats 

Place sticl<.eis oo yoor cakindar as a reminder lo lllJJliY 
Cherist!n for cals oo~ tD cats and ~trans 8 wet!ks of 
age and olde1. 

Visit www.ChertstlnforCals.com lo ~gn up and recel'I!! 
an email reminder from YoUr cat 
when It Is time to recel'I!! 
Cherlstln for cats. 

Cheristln la • tradenwk owned Ot licensed by 
79910 

Eli U!ly and Company, Its -- O< affiMates. 

•••• • • •••• 
• • • • • 
• tt •• 

• 
•••• • • •••• 
• ••• • • • •• • 

• 
• • •••••• • 
• • • • • .. .. . 
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Place sticker on your calendar 
as a reminder to apply 
Cheristin for cats only to cats 
and kittens 8 weeks of age and older. 

Time to 
Protect Your cat 

II It • 

X D . 
Visit www.CheristinForCats.com to 
sign up and receive an email 
reminder from your cat when it 
is hme to receive Cherlstin for cats. 

ct*'9tinllatr8dlrnlrtlOWMdor 
~b')'BLAylllnd~, 
ltl~or~ 

""'590 
EPOIB371AMA 

Ci 
79909 

~ ··· • • •••• 
• • • • • •• •• 

• 
•••• • • •••• 
• ••• • • • •• 
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• • • • • •• •• 
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Oher1st1n .. 
for cats 

Only for Cats and Kittens 
8 weeks of age and older 

0.026 fl oz 
EPA Reg. No 7264 2- 10 

CAUTION 
spinetoram 11 .2% Keep Out of Reach of Children 

Read Entire Label Before Use ,- - - ., 
1 2D I 
I Data I 

1Matrix1 CM590 Elanco,. 79906 
FL086371AMB 

Oher1st1n™ 
for cats 

Only for Cats and Kittens 
8 weeks of age and older 

0.026fl oz 
EPA Reg. No 72642-10 

CAUTION 
spinetoram 11 .2% Keep Out of Reach of Children 

Read Entire Label Before Use 
,---., 
1 2D I 

1 Data 1 

1 Matrix 1 CM590 Elanco .. 79906 
FL08637 IAMB 

Oher1st1n .. 
for cats 

Only for Cats and Kittens 
8 weeks of age and older 

0.026 fl oz 
EPA Reg. No 7264 2-10 

CAUTION 
spinetoram 11.2% Keep Out of Reach of Children 

Read Entire Label Before Use , - - - ., 
1 2D I 
I Data I 
, _M~!!X ..' 0\4590 Elanco .. 79906 

FL08637 IAMB 

ci z 
:§ 

ci z 
:§ 

ci z 
:§ 

Oher1st1n™ 
for cats 

Only for Cats and Kittens 
8 weeks of age and older 

0.026 fl oz 
EPA Reg. No 72642- 10 

CAUTION 
Spinetoram 11.2% Keep Out of Reach of Children 

Read Entire Label Before Use , - - - ., 
I 2D I 

1 Data 1 0\4590 
,_M~~_' 

Elanco .. 79906 
FL086371AMB 

Oher1st1n™ 
for cats 

Only for Cats and Kittens 
8 weeks of age and older 

0.026 fl oz 
EPA Reg. No 7264 2- 10 

CAUTION 
Spinetoram 11 .2% Keep Out of Reach of Children 

Read Entire Label Before Use 
, - - - ., 
1 2D I 

1 Data I 0\4590 
,~t~-' 

Elanco .. 79906 
Fl.06637 IAMB 

Oher1st1n .. 
for cats 

Only for Cats and Kittens 
8 weeks of age and older 

0.026 fl oz 
EPA Reg. No 7264 2- 10 
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Oher1st1n™ 
for cats 

spinetoram 11.2% 

Only for Cats and Kittens 
8 weeks of age and older 

0.02611 oz 
EPA Reg. No 72642-10 

CAUTION 
Keep Out of Reach of Children 
Read Entire Label Before Use 
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r·~er1st1n™ for cats 
•••••• • DllliCTIONS FOR USE 

• It Is a violation of Federal law to use this product In a manner Inconsistent 
with Its labeling. • • • • • MOii detailed directions for use are included in the box. Read the entire label, 

• • • d!ections for use and frequency of application each time before using this 
e e aP{IJ<IUct • 

• • • .i=w,revention and treabnent of fleas, part the hair on the neck at the base of the 
head and apply the contents of the applicator tube to a single spot on the skin of 

• the cat Do not apply on the surface of the cat's hair coat Place the empty 
• • . awilicator tube in the trash. 

• • Mo!llhly application is recommended to prevent and treat flea Infestations. 
• C1'1eristin for cats starts working in 30 minutes and continues killing fleas for a 

• • .;~ month after application. 

a a a J'lll:tAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TD HUMANS 

Harmful H swallowed. Causes moderate eye Irritation. Wash thoroughly with soap 
and water after handling and before eating, drinking, chewing gum, using tobacco 
or using the toilet Avoid contact with eyes or clothing. 

HAZARDS TO DOMESTIC ANIMALS 

FOR USE ON CATS ANO KITTENS ONLY. For external use only. Oo not use on 
kittens less than eight (8) weeks of age or weighing less than t .8 lb. Oo not allow 
your cat to Ingest this product. Use only a single dose on cats weighing greater 
than 20 lbs. As with any product, consult your veterinarian before using this 
product on debilitated, aged, pregnant or nursing animals or animals known to be 
sensitive to pesticides. 

SH086355AMC 

((Qher1stln™ 
for cats 

Elanco. 

WUOJJ 

SIDE EFFECTS: 

s+o:)JOJ 
.,uqs1Ja40 

Monitor your cat after application. Side effects may Include signs of application 
site reactions such as application site hair loss, hair change (greasy, clumping or 
matting) or redness, Inflammation and Itching. Otller side effects such as 
Inactivity, vomiting and inappetance have also been reported. H these or any 
other side effects occur, consult your veterinarian, your cafs healthcare expert 
For technicai assistance or to report a side effect, call Elanco at 
1-888-545-5973. 

FIRST AID 

IF IN EYES: 
• Hold eye open and rinse slowly and genijy with water for 15-20 minutes. 

Remove contact lenses, If present, after the first 5 minutes, then continue 
rinsing. 

• Cail a poison control center or doctor for treabnent advice. 

IF SWAUOWED: 
• Cail a poison control center or doctor immediately for treabnent advice. Have 

the product label with you When you cail the poison control center or medlcai 
professlonal. 

• Have person sip a glass of water Hable to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Oo not give anything to an unconscious person. 

Have the product container or label with you When calling a poison control center 
or doctor or going for treabnent. You may also contact Rocky Mountain Poison 
Control at 1-888-767 -5023 for emergency medical treatment lnfonnation. 

EPA Reg. No. 72642-10 
EPA Est No. 87859-IL-001 

Elanco and Cheristin are trademarks owned or licensed by Ell Lilly and Company, 
its subsidiaries or affiliates. 
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Banco Animal Heal1h 
Ohenstiff 

for cats 
E.IJJnco. 

A DIVtsion Of Ell Lilly arnl Company 
Indianapolis, IN 46285 

DIRECTIOHS FOR USE 
tt Is a violation of Federal law to use this 
pn>duct in a manner inconsistent with tta 
labeling. 
More detailed directions for use are Included 
In the box. Read the entire label, directions for 
use and frequency of application each time 
belorB using this product 
For prevention and treatment of fteas, part the 
hair on the neci< at the base of the head and 
apply the contents of the applicator tube to a 
single spot on the skin of the cat Do not 
apply on the surface at the cat's hair coat 
Place the empty apptlcafor tube In the trash. 
Monthly application is recommanded to 
pment and treat flea Infestations. Clleristln 
lor cats starts worl<lng In 30 minutes and 
continues killing fteas for a full month aner 
application. 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMAHS AHO DOMESTIC 
ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful ff swa11oWed. causes moderata"" 
Irritation. Wash thoroughly with soap and 
water afte< handling and before eating, 
drinkilg. chewing gum, using lllbacco or 
using the IIliiet AVl>id contact with eyes or 
clothing. 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS ANO l<ITTENS ONLY. For 
external use only. Do not use on kittans less 
than eight (8) weeks of age or weighing less 
than 1.8 lb. Do not allow your cat to Ingest 
this product. Use only a single dose on cats 
weighing greater than 20 lbs. As with any 
product, consult yoor veterinarian before 
using this product on debilitated, aged, 
pnegnant or nursing animals or animals 
knoWn to be sensitive to pesticides. 

SH086355AMA 

SIDE EFFECTS: 
Monitor your cat atter application. Side 
enacts may lnctude signs of application site 
reactions such es application site hair Joss, 
hair change (greasy, clumping or matting) or 
redness, lnftammation and Itching. Other 
side effects such es inactivity, vomiting and 
inappetance have also been reported. ff 
these or any other side effects occur, 
consult your veterinarian, yoor cat's 
healthcare expert For te<lmlcal assistance 
or to report a side effect, call Elanco at 
1-888-545-5973. 

ARST AID 

IF IN EYES: 
• Hold eye open and ~nse slowly and gentiy 

with water for 15-20 minutes. Remove 
contact lenses, ff presen~ alter tile first 
s minutes, then continue rinsing. 

• caJI a poison control center or - for 
treatment advice. 

IF SWAUOWED: 
• cau a poison control center or doctor 

Immediately for treatment adY!ce. Have 
the product label with you when yoo call 
the poison control center or medical 
PfOfessionaJ. 

• Have person sip a glass of water ff able 1o 
swallow 

• Do not ioduC8 vomiting IBliess told to by a 
poison control center or-. 

• Do not give anything to an unconsctoos 
person. 

Have the product contain..- or label with you 
when calling a poison control center or 
doctor or going for treatment You may also 
contact Rocky Mountain Poison Control at 
1-888-767-5023 for emergency medical 
treatment Information. 
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FAST ACTING -
STARTS KIWNG 
FLEAS IN 30 MIN. 

m 
ONGf-A-MOKTH 

/? 
TOPICAi. 
APf'UGATION 

KEEP 01/T 
OF REACH 
OF CHILDREN 
CAUTION 

\ ~ l __ _J 

TOPICAL D LI 
APPLICATOR ~ 

Oher1st1n™ 
for cats 
spinetoram 

A ONCE-A-MONTll TOPICAL SOLUTION 
FOR THE PREVENTION ANO TREATMENT 
OF flEA INFESTATIONS 

ONLY FOR CATS AND KITIENS 
EIGHT WEEKS Of AGE AND OLDER 

ACTIVE INGREDIENT 
Splnetoram (CAS# 187166-40-1 & 187166-15-0) ..... 11.2% 

DTffER JNGREDIENTS ........•..•......•.•.........••••.•...••........... 88.8% 
TOTAL 100.0% 

SEE BACK PANEL FOR PAECAllTIONARY STATEMEITTS 
READ ALL DIRECTIONS BEFORE USING THIS PRODUCT 
COtfilNTS 1 - 0.026 fl oz (0.77 mQ applicator Elanco_ 

•••• • • •••• 
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Oher1st1n™ 
for cats 

spinetoram 

A ONCE-A-MONTH TOPICAL SOLUTION 
FOR THE PREVENTION AND TREATMENT 

OF FLEA INFESTATIONS 

ONLY FOR CATS AND KITTENS 
EIGHT WEEKS OF AGE AND OLDER 

ACTIVE INGREDIENT 
Spinetoram [GAS# 187166-40-1 & 

187166-15-0) .. .... ..... ....... .. ... ........... .... .. . 11 .2% 
OTHER INGREDIENTS .... ......... ........... .. .. 88.8% 

TOTAL 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC 
ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful if swallowed. Causes moderate eye 
irritation. Wash thoroughly with soap and water 
after handling and before eating, drinking, 
chewing gum, using tobacco or using the toilet. 
Avoid contact with eyes or clothing. 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS AND KITTENS ONLY. For 
external use only. Do not use on kittens less 
than eight (8) weeks of age or weighing less 
than 1.8 lb. Do not allow your cat to ingest this 
product. Use only a single dose on cats 
weighing greater than 20 lbs. As with any 
product, consult your veterinarian before using 
this product on debilitated, aged, pregnant or 
nursing animals or animals known to be 
sensitive to pesticides. 

SIDE EFFECTS: 
Monitor your cat after application. Side 
effects may include signs of application site 
reactions such as application site hair loss, 
hair change (greasy, clumping or matting) or 
redness, inflammation and itching. Other side 
effects such as inactivity, vomiting and 
inappetance have also been reported. If these 
or any other side effects occur, consult your 
veterinarian, your cat's healthcare expert. For 
technical assistance or to report a side effect, 
call Elanco at 1-888-545-5973. 

FIRST AID 

IF IN EYES: 
• Hold eye open and rinse slowly and gently 

with water for 15-20 minutes. Remove 
contact lenses, if present, after the first 
5 minutes, then continue rinsing. 

• Call a poison control center or doctor for 
treatment advice. 

IF SWALLOWED: 
• Call a poison control center or doctor 

immediately for treatment advice. Have the 
product label with you when you call the 
poison control center or medical 
professional . 

• Have person sip a glass of water if able 
to swallow. 

• Do not induce vomiting unless told to by a 
poison control center or doctor. 

• Do not give anything to an unconscious 
person. 

Have the product container or label with you 
when calling a poison control center or doctor 
or going for treatment. You may also contact 
Rocky Mountain Poison Control at 
1-888-767-5023 for emergency medical 
treatment information. 

DIRECTIONS FOR USE: 
It is a violation of Federal law to use this product 
in a manner inconsistent with its labeling. 

Read the entire label, directions for use.and 
frequency of application each time b~forfit.i9sing 
this product. For external use on cats and • • • • kittens only. • • • • 

• 
FREQUENCY OF APPLICATION • •• • 
To kill fleas and prevent reinfestatiom!,~ly to 
cats and kittens 8 weeks of age and ok:lerl06 • • • 
follows: •• • 

HOW TO APPLY 
• 

• • •••••• 
1. Use only on cats and kittens 8 weeKs of age • • 

and older and weighing 1.8 lbs or ""~!e .• i;>o 
not use more than a single dose on cats 
weighing greater than 20 lbs. 
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2. Remove one appl icator tube from the blister 
package. 

3. Hold applicator tube in an upright position. 

4. Press cap down until it clicks (indicating the 
tube has been punctured). Hold upright and 
remove cap. Check to be sure there is an 
opening at the tip of tube. 

5. Part the hair on the neck at the base of the 
head until the skin is visible. Place the tip of 
the tube directly above the skin and squeeze 
the tube 2-4 times to expel the contents of 
the tube directly on the skin. For best results, 
apply at the base of the head, not between 
shoulder blades. Avoid getting the product in 
your pet's eyes or mouth. Treatment at the 
base of the head will minimize the 
opportunity for the cat to directly lick the 
product. Do not allow your cat to ingest this 
product. (There may be a small residual 
remaining in the tube after a full dose is 
expelled.) 

6. Discard empty applicator tube in the trash. 
-~ 

Monthly application is recommended to prevent 
and treat flea infestations. Cheristin for cats 
starts working in 30 minutes and continues 
killing fleas for a full month after application. 

STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by 
storage and disposal. 

Pesticide Storage: 
Store in original package in a cool dry place. 

Pesticide Disposal: 
Call your local solid waste agency or 
1-800-CLEANUP or equivalent organization 
for disposal instructions. Unless otherwise 
instructed place in trash. Never pour unused 
product down the drain or on the ground. 

Container Handling: 
If empty: Non-refillable container. Do not 
reuse this container. Place in the trash, or 
offer for recycling if available. 

If partly filled: Call your local solid waste 
agency for disposal instructions. Never place 
unused product down any indoor or outdoor 
drain. 

LIMITED WARRANTY AND 
LIMITATIONS OF LIABILITY 
By using, buying or handling this product, users 
or buyers accept the following conditions, 
disclaimer of warranties and limitations of 
liability. The directions for use of this product 
are believed to be adequate and must be 
followed carefully. All risks of product use or 
handling are assumed by the user or buyer. No 
agent of Elanco is authorized to make, extend 
or modify any warranties. TO THE EXTENT 
CONSISTENT WITH APPLICABLE LAW 
ELANCO MAKES NO OTHER WARRANTIES, 
EXPRESSED OR IMPLIED, OF 
MERCHANTABILITY OR OF FITNESS FOR A 
PARTICULAR PURPOSE OR OTHERWISE, 
THAT EXTEND BEYOND THE STATEMENTS 
MADE ON THIS LABEL. ELANCO DISCLAIMS 
ANY LIABILITY WHATSOEVER FOR SPECIAL, 
INCIDENTAL OR CONSEQUENTIAL DAMAGES 
RESULTING FROM THE USE OR HANDLING 
OF THIS PRODUCT. To the extent consistent 
with applicable law the exclusive remedy of the 
user or buyer for any and all losses, injuries or 
damages resulting from the use or handling of 
this product, whether in contract, warranty, tort, 
negligence, strict liability_ or otherwise, is limited 
to the purchase price paid or replacement of 
the product. 

Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-10 
EPA Est. No. 87859-IL-001 

•••• • • •••• 
• • • • • •• •• 

• 
Cheristin is a trademark owned or licen~ • 
by Eli Lilly and Company, its subsidiaria, ••• • 
or affiliates. • • : •: 

CA4590 
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<Qhenstin­
forcats 

Time to 
PTOtect Your Cllt 

<Qhenstin­
forcats 

Tlmeto 
Protect Your C.t 

.. ' 
1 , , . -

<Qhenstin· 
for cats 

Time to 
Protect YCM.lr Cat 

<Ohenstin· 
for cats 

Tlmeto 
Protect Your Cat 

<Qhenstin­
forcats 

llme to 
Protect Your Cat 

<Qhenstin­
forcats 

Visit your 
veterinarian 

for more 
Cheristin 
for cats 

Placa stickers on your calendar as a reminder to apply 
Cherfstln for cats ooly to cats and kittens B weeks of 
age and older. 

~' "llj' f.l'"l-"1-""-'f-l-"l-"1-"l!J' Visit www.CherlstlnForCats.com to Sign up and renelve 
an email reminder from your cat 
when It is time to recelw 
Chertstln for cats. 

Cheristin m a ndemar1c owned or licensed by 
Eli Ulty Ind Company, Its subskfiaries or diUata 79910 

•••• • • •••• 
• • • • • •• •• 

• 
•••• • • •••• 
• ••• • • • •• • 
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Place sticker on your calendar 
as a reminder to apply 
Cheristin for cats only to cats 
and kittens 8 weeks of age and older. 

nme to 
Protect Your cat 

... 
I 11 ." 1 

11 ll It 1l 

ll 14 1S"" 1 

n H JO )I 

Visit www.CheristinForCats.com to 
sign up and receive an email 
reminder from your cat when it 
is time to receive Cheristin for cats. 

a-ildrl II•~ owr.t or 
br-.db1'B~9"d~, 
ltl~or.,.._, Cl 

79909 

•••• • • •••• 
• • • • • •• •• 

• 
•••• • • •••• 
• ••• • • • •• • 

• 
• • •••••• • 
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•• •• 
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Oher1st1n™ 
for cats 

Only for Cats and Kittens 
8 weeks of age and older 

0.026 n oz 
EPA R.eg. No 72642-10 

CAUTION 
spinetoram 11 .2% Keep Out of Reach of Children 

Read Entire Label Before Use 

Elanco .. 79906 
FL086371AMB 

Oher1st1n™ 
for cats 

Only for Cats and Kittens 
8 weeks of age and older 

0.026 n oz 
EPA R.eg. No 72642- 10 

CAUTION 
spinetoram 11.2" Keep Out of Reach of Children 

Read Entire Label Before Use 
1- -- ., 
I 2D I 
I Data I 

1 
Matrix 1 CMS90 Elanco .. 79906 

FL08637 IAMB 

Oher1st1n™ 
for cats 

Only for Cats and Kittens 
8 weeks of age and older 

0.026 n oz 
EPA R.eg. No 72642- 10 

CAUTION 
Spinetoram 11 .2'1 Keep Out of Reach of Children 

Read Entire Label Before Use , - - - ., 
I 2D I 

' Data ' CMS90 
'-~~x~ 

Elanco .. 79906 
FL08637 IAMB 
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Oher1st1n™ 
for cats 

Only for Cats and Kittens 
8 weeks of age and older 

0.026 n oz 
EPA R.eg. No 72642- 10 

CAUTION 
Spinetoram 11 .2" Keep Out of Reach of Children 

Read Entire Label Before Use ,- - - ., 
I 2D I 

' Data ' CMS90 
'-~~~ 

Elanco .. 79906 
FL08637 IAMB 

Oher1st1n™ 
for cats 

Only for Cats and Kittens 
8 weeks of age and older 

0.026 n oz 
EPA R.eg. No 7264 2-10 

CAUTION 
spinetoram 11 .2% Keep Out of Reach of Children 

Read Entire Label Before Use 
1---., 
I 2D I 

1 Data I CM590 
1 Matrix 1 

Elanco .. 79906 
FL08637 IAMB 

Oher1st1n™ 
for cats 

Only for Cats and Kittens 
8 weeks of age and older 

0.02611 oz 
EPA R.eg. No 72642-10 

CAUTION 
spinetoram 11.2% Keep Out of Reach of Children 

Read Entire Label Before Use , - - - ., 
I 2D I 

' Data ' CMS90 
I Matrix I 

Elanco .. 79906 
• •lltM\71AMB 
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Oher1st1n .. 
for cats 

, - - - ... 

spinetoram 11.2" 

Only for Cats and Kittens 
8 weeks of age and older 

0.02611 oz 
EPA. Reg. No 72642-10 

CAUTION 
Keep Out of Reach of Children 
Read Entire Label Before Use 

Banco~ 
I 20 I 
I Data I 

1 Matrix 1 CMS90 
79905 

Fl086371AMA 

Lot No~ 

•••• • • ••• c. 

• • • • • •• •• 
• 
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• ••• • • • •• • 
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Material Sent for Data Extraction .. 
Reg. # --~.__ct_Coi_..;;.._) _ _./\._O __ 

Description: ---~~~rJ;..__ ______ _ 
D Material(s) Sent to Data Extraction Contractors: 

D New Stamped Label Dated ___ _ 

D Notification Dated ~ Gi d6~3 

D New CSF(s) Dated ___ _ 

D Other: ----------

D Decision #: ___ =(.......__, 1-(o __ \_2_1~ 

D Other Action/Comments: ________ _ 

File this coversheet and attached materials in the jacket. It must be 
well organized and clipped together, NOT STAPLED. Then give the 
jacket with the coversheet and materials to staff in the Information 
Services Center (ISC) (Room S-4900). If a jacket is full or only 
available as an image, please file materials in a new jacket and bring it 
down to the (ISC). For further information please call 703-605-0716. 

Reviewer: Samantha Hulkower 
--~~;;;..___~~_....;;..;..;;...;.....;~;........;;;...---

Phone:· 703-603-0693 Division: RD _.;_=----

Date: (Y©i1 Co 2o1] 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF 
CHEMICAL SAFETY 

AND POLLUTION PREVENTION 

Mr. Aaron Johnson 
Elanco Animal Health 
2500 Innovation Way 
Greenfield, IN 46410 

£lOZ 9 0 "VW 
NOl.lY~l:ll.LON 

Subject: Notification of primary brand name change 
EPA Registration Number: 72642-10 
Decision: 476524 

Dear Mr. Johnson: 

NOtlflCATION 

MAY o 6 2013_ 

The Agency is in receipt of your Application for Pesticide Notification under 
Pesticide Registration (PRN)98-10 dated February 12, 2013 , for the abovementioned 
product. The Registration Division (RD) has conducted a review of this request for its 
applicability under PRN 98-10 and finds that the actions requested fall within the scope 
of PRN 98-10. The label submitted with the application has been stamped "Notification" 
and will be placed in our records. 

If you have any questions regarding this letter, please Samantha Hulkower at (703) 603-
0683 or Hulkower.Samantha@epa.gov. 

s·nc rely, 

S rez 
Product Manager 13 
Insecticide Branch 
Registration Division (7505P) 

Enclosures: Copy of Label Stamped "Notification" 
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&EPA 
United St11te1 

Environmental Protection Agency 
Wahington, DC 20460 

Fonn Aoorol OMB No. 2070-0060 

Registration 
Amendment 
Other 

Application for Pesticide - Section I 

Print Form 

OPP ld•ntifier Number 

1 • Company/Product Numb•r 
72642-10 

4. Company/Product (Nem•I 

2. EPA Product Manager 
Mark Suarez 

PMI 
13 

3. Propoeed Cl111111ific11tion 

0 None D R1111tricted 

Elanco Animal Health I Cheristin for cats 

5. Name end Addr••• of Applic.nt /Include ZIP Code/ 

Elanco Animal Health, A Division of Eli Lilly & Co. 

6. Expedited Review. In accordance with FIFRA Section 3(c)(3J 
lbllil, my product is similar or identical in composition and labeling 
to: 

2500 Innovation Way, P.O. Box 708, Greenfield, IN 46140 EPA Reg. No. ________________ _ 

D Check if this is • new •ddress Product Name 

Section - II 

Amendment - Explain below. D 
D 
~ 

Reeubmi1111ion in reeponae to Agency letter dated ______ _ 

D 
D 
D Notification - Explain below. 

Explanation: UH edditional p11ge(s) if nec1111aary. (For ••ction I and Section II.) 

Notification of a PRIMARY BRAND NAME 

See additional page for further explanation 

Final printed label• in r1111pon1111 to 
Agency letter dated 
•Me Too• Application. 

Other - Explain below. 

Section - Ill 
1. Materiel Thie Product Wll Be Packaged In: 

Child-Resistant Packaging 

Dv .. · 
ONo 

• Csrtil"«:ation must 
bll submitted 

Unit Packaging 

Ovee 

ONo 

If ·vee• No. per 
Unit Packaging wgt. container 

Water Soluble Packaging 

0 Yee 

D No 

If ·ves• 
P11ck11ge wgt 

I 

No. per 
container 

3. Location of Net Content• Information 4. Size(s) Retail Conteiner 

2. Type of Container 

~=:c 
Gla1111 
Peper 
Other (Specify) ______ _ 

5 . Location of Label Direction• 
c:J On Label D Lebel 0 Cont8iner c:::J On Labeling accompanying product 

6. Manner in Which Lebel i• Affixed to Product Uthogreph 
Paper glued 
St11ncilltd 

Section - IV 

0 Other •••• 
•••• 

-• • • • •• 
1. Contact Point /Compl11te items dir11ctly below for identification of individual to be contacted, if necessery, to proceu this epplicati&n.J •••••• . . . 

• • • • 
Name 
Aaron Johnson 

Title 
Principal Consultant 

Telephone No; fll'ldllfdll Area ff<JeJ • • 
317-276-40~1 •• • ••• 

Certification 
l certify that the statements I have made on this form and all attachments thereto ere true, accurate end complete. 
I ecknowledg• that any knowingly falH or misleeding statement m11y be puniehable by fine or imprisorvnent or 
both under applicable law. 

2. Signature 
\ 

4. Typed Nama 

Aaron Johnson 

( 

EPA Form 8570-1 (Rev. 8-94) Previous edition• are obsolete. 

3. Title 

Principal Consultant, Regulatory Affairs 

5. Date 

Febuary 12, 2013 

White - EPA F1l9 Copy (orlglnell 

8 . o:t: ~pplicetioll •: ••• 
Recel'ved • • • • • 

: • tstemped) • 
• • • • • •••• 

Yellow -Appllcent Copy 
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Elanco 
Elanco Animal Health 

2500 Innovation Way 

Greenfield, IN 46140 

317.276.2000 

U.S. Environmental Protection Agency 
Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504P) 
Room S4900, One Potomac Yard 
2777 Crystal Drive 
Arlington, VA 22202 

Attn: Mr. Mark Suarez, Project Manager 

Subject: Notification of primary brand name per PR Notice 98-10 

Product: Spinetoram 11.2% Cat [EPA Reg. No. 72642-10] 

Dear Mr. Suarez: 

February 12, 2013 

On behalf of Elanco Animal Health, I am submitting for your review this Notification to add the 
primary brand name to the subject product. This addition of the new brand name Cheristin TM for 
cats is being done in compliance with the conditions outlined in PRN 98-10. 

In addition to this letter, the Notification is comprised of: 
• A fully executed Application for Pesticide Registration (EPA form 8570-1) 
• Certification statement (included with the 8570-1 form) 
• One copy of the stamped approved label dated January 17, 2013 
• A copy of the draft label with the changes clearly marked 
• A copy of the label containing the new primary brand name 

Additionally, Elanco would like to notify EPA of two additional changes to the label. First, the product 
registration numbers have been changed from 72642-RN to 72642-10, as directed by the approval 
notice dated January 17, 2013. Second, a marketing statement has been removed from the labeling 
which stated "kills adult fleas before they lay eggs," as this was requested by EPA to be removed 
from the list of optional marketing claims. The statements have been identified in the highlighted 
version of the old label, and new label reflects the removal of this statement. 

•••• 
If you have any questions or comments, please feel free to contact me at your earliest conv~Q~. 
If I cannot be reached, please contact Cory Herr, Director of U.S. Regulatory Innovation, at ~1.7~. 
651-2776 or at herr_cory_t@elanco.com. • •• 

Sincerely, 

Aa~1.fMS 
Principal Regulatory Consultant 
Elanco Animal Health 
Office: 317-276-4021 
Fax: 317-277-4167 
Email: ajohnson@elanco.com 

• 
• • •••••• • 
• •• . . .. 
•••• 

• 
• • •••••• • 
• • • • • •••• 
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.. 

Elonco 
Elanco Animal Health 
2500 Innovation Way 
Greenfield, IN 46140 
317.276.2000 

• 

RE: Notification of Primary Brand Change [EPA Registration# 72642-10] 

Explanation Continued: 

"This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 

CFR 152.46, and no other changes have been made to the labeling or the confidential 

statement of formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to 

willfully make any false statement to EPA. I further understand that if this notification is not 

consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in 

violation of FIFRA and I may be subject to enforcement action and penalties under section 12 

and 14 of FIFRA." 

Signature ~~ 
Aaron E. Johnson 

Aaron E. Johnson, DVM, MS 
Elanco Animal Health 
Principal Consultant, Regulatory Affairs 
(317) 276-0421 
(317) 277-4167 (fax) 
ajohnson@elanco.com 

Date IJ.-. Feb d0 f? 

•••• • • •••• 
•• • • • • • •• 

• 
• • •••••• • 
• •• • • • •••• 

• ••••• • • • • • 
• ••••• • • •• 
• •••• • • • • •••• 

• • •••••• • 
• • • • • •• •• 
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Cheristin TM for cats 
Master Label 

Marketing claims: see lists at the end of the draft labels. 
Alternative language in (parentheses) 

CARTON LABEL 

FRONT PANEL 

NOnFICATION 

MAYO 6 2013 

CheristinTM for cats 
spinetoram 

Page 1 of 25 

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF 
FLEA INFESTATIONS 

I ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER) 

Marketing claims: see lists at the end of the draft labels. 

Picture of Cat or Kitten 

ACTIVE INGREDIENT 
Spinetoram (GAS# 187166-40-1 & 187166-15-0) ............................ 11.2% 

OTHER INGREDIENTS .................................................................... 88.8°1' ••• 
TOTAL 100.0"4 ••• • 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
SEE BACK PANEL FOR PRECAUTIONARY STATEMENTS 

READ ALL DIRECTIONS BEFORE USING THIS PRODUCT 

CONTENTS 

1, 2, 3, 4, 6, 8, 12 - 0.026 fl oz (0.77 ml) applicator 

•• • • • • • •• 
• 

• • •••••• • 
• •• • • • •••• 

• 
• • •••••• • 
• • • • • •• •• 
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BACK PANEL 
DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its 
labeling. 

General use pesticide. For use only for further manufacture or repacking of a registered 
pesticide product for companion animals. 

Read the entire label, directions for use and frequency of application each time before using this 
product. For external use on cats and kittens only. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful if swallowed. ·Causes moderate eye irritation. Wash thoroughly with soap and water 
after handling and before eating, drinking, chewing gum, using tobacco or using the toilet. Avoid 
contact with eyes or clothing. 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on kittens less 
than eight (8) weeks of age or weighing less than 1.8 lb. Do not allow your cat to ingest this 
product. Use only a single dose on. cats weighing greater than 20 lbs. As with any product, 
consult your veterinarian before using the product on debilitated, aged, pregnant or nursing 
animals or animals known to be sensitive to pesticides. 

SIDE EFFECTS: 
Monitor your cat after application. Side effects may include signs of application site reactm~ such 
as application site hair loss, hair change (greasy, clumping or matting) or redness, inflarrna~ion 
and itching. Other side effects such as inactivity, vomiting and inappetance have also b~e~ •. 
reported. If these or any other side effects occur, consult your veterinarian, your cat's hE!altMare 
expert. For technical assistance or to report a side effect, call Elanco at 1-888-545-5973. • 

• • •••••• 

•••••• • • • • • 
• 4 ••••• 

'--~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-'-~~~--' . . 
• •• • • • •••• 

• 
• • •••••• • 
• • • • • •• •• 
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Page 3 of 25 

FIRST AID 
IF IN EYES: 

• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, 
if present, after the first 5 minutes, then continue rinsing . 

• Call a poison control center or doctor for treatment advice. 

IF SWALLOWED: 
• Call a poison control center or doctor immediately for treatment advice. Have the product label 

with you when you call the poison control center or medical professional. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency 
medical treatment information. 

Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-10 
EPA Est. No. 

• ••• • • •••• 
•• • • • • • •• 

• 
• • •••••• • 
• •• • • • •••• 

• 
• • •••••• • 
• • • • • •• •• 
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PACKAGE INSERT LABEL 

CheristinTM for cats 
spinetoram 

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF 
FLEA INFESTATIONS 

ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER) 

ACTIVE INGREDIENT 
Spinetoram [CAS# 187166-40-1 & 187166-15-0] .. ... ... .. . ... .. 11.2% 

OTHER INGREDIENTS .. ..... ....... ..... ..... .... ... .. ... ....... ... ..... .... ..... ....... 88.8% 
TOTAL 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TO HUMANS 
•••• • • •••• 

Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and 'Vcijer .. 
after handling and before eating, drinking, chewing gum, using tobacco or using the to i ~t. ~\toid 
contact with eyes or clothing. • ". 

•••••• • 
HAZARDS TO DOMESTIC ANIMALS • •• 
FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on kittensele!i~;9 
than eight (8) weeks of age or weighing less than 1.8 lb. Do not allow your cat to ingest thi~ 
product. Use only a single dose on cats weighing greater than 20 lbs. As with any prodoo~.: • 
consult your veterinarian before using the product on debilitated, aged, pregnant or nursi{lg • 
animals or animals known to be sensitive to pesticides. • •• •.: 

SIDE EFFECTS: 
Monitor your cat after application. Side effects may include signs of application site reactions such 
as application site hair loss, hair change (greasy, clumping or matting) or redness, inflammation 
and itching. Other side effects such as inactivity, vomiting and inappetance have also been 
reported. If these or any other side effects occur, consult your veterinarian, your cat's healthcare 
expert. For technical assistance or to report a side effect, call Elanco at 1-888-545-5973. 
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FIRST AID 

IF IN EYES: 
• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 

contact lenses, if present, after the first 5 minutes, then continue rinsing. 
• Call a poison control center or doctor for treatment advice. 

IF SWALLOWED: 
• Call a poison control center or doctor immediately for treatment advice. Have the product 

label with you when you call the poison control center or medical professional. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or 
going for treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 
for emergency medical treatment information. 

DIRECTIONS FOR USE: 
It is a violation of Federal law to use this product in a manner inconsistent with its 
labeling. 

General use pesticide. For use only for further manufacture or repacking of a registered 
pesticide product for companion animals. 

Read the entire label, directions for use and frequency of application each time before using this 
product. For external use on cats and kittens only. 

FREQUENCY OF APPLICATION 
To kill fleas and prevent reinfestations, apply to cats and kittens 8 weeks of age and oli'ler·a~ •••• follows: •• • 

HOW TO APPLY 
• • • • •• 

• 
• • •••••• 

1. Use only on cats and kittens 8 weeks of age and older and weighing 1.8 lbs or "1ore. Do 
not use more than a single dose on cats weighing greater than 20 lbs. : • • • • •••• 2. Remove one applicator tube from the blister package. • 

3. Hold applicator tube in an upright position. • • 
4. Press cap down until it clicks (indicating the tube has been punctured). Hold up;-ignt•and 

remove cap. Check to be sure there is an opening at the tip of tube. • • • : 
5. Part the hair on the neck at the base of the head until the skin is visible. Place ttMti~·of 

the tube directly above the skin and squeeze the tube 2-4 times to expel the contents of 
the tube directly on the skin. For best results, apply at the base of the head, not 
between the shoulder blades. Avoid getting the product in your pet's eyes or mouth. 
Treatment at the base of the head will minimize the opportunity for the cat to directly lick 
the product. Do not allow your cat to ingest this product. (There may be a small residual 
remaining in the tube after a full dose is expelled.) 
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6. Discard empty applicator tube in the trash. 

Picture/drawing 
of opening the 

tube. 

Picture/drawing 
of parting the 

hair on neck at 
base of head. 

Picture/drawing 
of applying the 

product. 
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Monthly application is recommended to prevent and treat flea infestations. Cheristin™ for cats 
starts working in 30 minutes and continues killing fleas for a full month after application. 

STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by storage and disposal. 

Pesticide Storage: 
Store in original package in a cool dry place. 

Pesticide Disposal: 
Call your local solid waste agency or 1-800-CLEANUP or equivalent organization for disposal 
instructions. Unless otherwise instructed place in trash. Never pour unused product down the 
drain or on the ground. 

Container Handling: 
If empty: Non-refillable container. Do not reuse this container. Place in the trash, or offer for 
recycling if available. 
If partly filled: Call your local solid waste agency for disposal instructions. Never place unused 
product down any indoor or outdoor drain. 

LIMITED WARRANTY AND LIMITATIONS OF LIABILITY •••• 
By using, buying or handling this product, users or buyers accept the following condition"s., ••• • 
disclaimer of warranties and limitations of liability. The directions for use of this product!-~ ,. • 
believed to be adequate and must be followed carefully. All risks of product use or hand~ng-are 
assumed by the user or buyer. No agent of Elanco is authorized to make, e~@ltltfQr modify9any 
warranties. TO THE EXTENT CONSISTENT WITH APPLICABLE LAW ELANCO MAK,;~tt.fG 
OTHER WARRANTIES, EXPRESSED OR IMPLIED, OF MERCHANTABILll'f=¢~0F : •• 
FITNESS FOR A PARTICULAR PURPOSE OR OTHERWISE, THAT EXTENO.eEYON~THt= 
STATEMENTS MADE ON THIS LABEL. ELANCO DISCLAIMS ANY LIABILIT~WF-IATSOE.\IER 
FOR SPECIAL, INCIDENTAL OR CONSEQUENTIAL DAMAGES RESULTING FROM 1'-JL:.:. 
USE OR HANDLING OF THIS PRODUCT. To the extent consistent with applicable law the 
exclusive remedy of the user or buyer for any and all losses, injuries or damages resultinq!l'OJii 
the use or handling of this product, whether in contract, warranty, tort, negligence, strict liability 
or otherwise, is limited to the purchase price paid or replacement of the product. 
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Manufactured tor 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642~10 
EPA Est. No. 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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• ••• • • •••• 
•• • • • • • • • 

• 
• • •••••• • 
• • • • • • •••• 

• 
• • •••••• • 
• • • • • •• •• 
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Applicator Labeling 

Cheristin™ for cats 
Spinetoram 11.2% 

Cats and Kittens 8 weeks & older 

0.026 fl oz (0.77 ml) 

EPA Reg. No 72642-10 

CAUTION 
Keep Out of Reach of Children 

Read Entire Label Before Use 

ELANCO 

Lot No. 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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• ••• • • •••• 
•• • • • • • • • 

• 
• • •••••• • 
• • • • • • •••• 

• 
• • •••••• • 
• • • • • •• •• 
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Blister Labeling 

Cheristin™ for cats 
Spinetoram 11.2% 

• 

For Cats and Kittens 8 weeks of age (and older) 

0.026 fl oz (0.77 ml) 

EPA Reg. No 72642-10 

CAUTION 
Keep Out of Reach of Children 

Read Entire Label Before Use 

ELANCO 

Lot No. 

•••••• • • • • • 
•••••• • • 
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• ••• • • •••• 
•• • • • • • • • 

• 
• • •••••• • 

•• • •• • • • ••••• • • ••••• 
•••• 

• 
• • •••••• • 
• • • • • •• •• 
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Page 10 of 25 
(Calendar) Reminder Stickers 

Place stickers on your calendar as a reminder to apply Cheristin™ for cats only to cats and 
kittens 8 weeks of age and older. 

Visit www.CheristinForCats.com to sign up and receive an email reminder from your cat when it 
is time to receive Cheristin™ for cats. 

Graphic of calendar 

Month 1 
(Graphic) 

Month 2 
(Graphic) 

Month 3 
(Graphic) 

Month 4 
(Graphic) 

Month 5 
(Graphic) 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

Month 6 
(Graphic) 

•••• • • •••• 
•• • • • • • • • 

• 
• • •••••• • 
• • • • • • •••• 

• 
• • •••••• • 
• • • • • •• •• 
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Once-a-month 
Topical 
Topical Solution 

Optional Marketing Claims 

Single topical (spot-on) application 
For the prevention and treatment of flea infestations [ Ctenocephalides fe/is] on cats (and 
kittens) 8 weeks of age or older only 
Kills fleas 
(Fast Acting) kills fleas on cats within 8 hours 
(Fast Acting) starts killing fleas in 30 minutes 
(Fast Acting) starts working in 30 minutes 
Kills fleas which may cause flea allergy dermatitis (FAD) 
(Long Lasting) one treatment prevents further flea infestations through 6 weeks 
(Long Lasting) one treatment remains effective through 6 weeks 
(Long Lasting) remains effective through 6 weeks 
F rag ranee-free 
Quick-drying 
Non-greasy 
Formulated (exclusively) for cats and kittens 8 weeks of age (and older) 
Kills fleas that may carry and transmit Rickettsia felis and Rickettsia typhi, Francisel/a 
tularensis 
Kills fleas that may carry and transmit bartonellosis, tapeworm and tularemia 
For indoor and outdoor cats and kittens 
Kills fleas that may cause anemia 
Long-lasting flea control through 6 weeks 
The primary target of action of spinetoram on insects is an activation of nicotinic 
acetylcholine receptors (nAChRs). 
Spinetoram does not interact with known insecticidal binding sites of other nicotinic or 
GABAergic insecticides such as neonicotinoids, fiproles, milbemycins, avermectins, and 
cyclodienes. 
Insects in contact with spinetoram show involuntary muscle contractions and tremors 
resulting from activation of motor neurons. 
Prolonged spinetoram-induced hyperexcitation results in prostration and paralysis 
resulting in death of fleas. 

• ••• Topical application • •••• • 
One size for all cats/ kittens 8 weeks of age and older only. • • • 
One (applicator tube, size, package, dose, treatment, application) treats all (any):siZe(s) 
of cats and kittens 8 weeks of age and older only. • • • • • • • • • • 
6 Pack • • • • • ••••• •••••• • Single Pack (Single dose, individual dose) • •• • • • • 
Topical flea treatment • • • • • •.:. • • 
Convenient • •: • • • • 
Easy to apply (easy to use) : ••• : • 

• 
Spinetoram, the active ingredient in Cheristin™ for cats, is a member of the spino~yn • 
class of pesticide • •• • • : 
Protects cats and kittens 8 weeks of age (and older) (all sizes) from fleas (for one 
month) 
One size application is effective for all (any) sizes (weight ranges) of cats and kittens 8 
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Page 12 of 25 
weeks of age (and older) only 

• (Flea infestations may vary) Monthly treatment (year-round) is recommended for optimal 
control and prevention of fleas 

• Satisfaction Guaranteed (Call 1-888-545-5973 if you have any questions.) 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
•• • • • • . . . . 

• 
• • •••••• • 
• • • • • • •••• 

• 
• • •••••• • 
• • • • • •• •• 
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• 
Cheristin™ tor cats 
Sub-Label #1 Residential 

Marketing claims: see lists at the end of the draft labels. 
Alternative language in (parentheses) 

CARTON LABEL 

FRONT PANEL 

• 

CheristinTM for cats 
spinetoram 

Page 13 of 25 

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF 
FLEA INFESTATIONS 

I ONL y FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER) 

Marketing claims: see lists at the end of the draft labels. 

Picture of Cat or Kitten 

ACTIVE INGREDIENT 
Spinetoram (CAS# 187166-40-1 & 187166-15-0) ............................ 11.2% 

OTHER INGREDIENTS .................................................................... 88.8°/o 
TOTAL 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
•••••• • • • • • 
•••••• • • •• 

SEE BACK PANEL FOR PRECAUTIONARY STATEMENT~:··. 
••••• 

READ ALL DIRECTIONS BEFORE USING THIS PRODUCT 

CONTENTS 

1, 2, 3, 4, 6, 8, 12 - 0.026 fl oz (0. 77 ml) applicator 

•••• • • •••• 
•• • • • • • • • 

• 
• • •••••• • 
• • • • • • •••• 

• 
• • •••••• • 
• • • • • •••• 
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BACK PANEL 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its 
labeling. 

More detailed directions for use are included in the box. Read the entire label, directions for use 
and frequency of application each time before using this product. 

For prevention and treatment of fleas, part the hair on the neck at the base of the head and 
apply the contents of the applicator tube to a single spot on the skin of the cat. Do not apply on 
the surface of the cat's hair coat. Place the empty applicator tube in the trash. 

Monthly application is recommended to prevent and treat flea infestations. Cheristin™ for cats 
starts working in 30 minutes and continues killing fleas for a full month after application. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water 
after handling and before eating, drinking, chewing gum, using tobacco or using the toilet. Avoid 
contact with eyes or clothing. 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on kittens less 
than eight (8) weeks of age or weighing less than 1.8 lb. Do not allow your cat to ingest this 
product. Use only a single dose on cats weighing greater than 20 lbs. As with any product, 
consult your veterinarian before using the product on debilitated, aged, pregnant or nursing 
animals or animals known to be sensitive to pesticides. 

SIDE EFFECTS: 
Monitor your cat after application. Side effects may include signs of application site reactions such 
as application site hair loss, hair change (greasy, clumping or matting) or redness, inflammation 
and itching. Other side effects such as inactivity, vomiting and inappetance have also baen • • • •••• reported. If these or any other side effects occur, consult your veterinarian, your cat's health<;are 
expert. For technical assistance or to report a side effect, call Elanco at 1-888-545-5973: • •• • 

• • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
• • • • • • •••• 

• 
• • •••••• • 
• • • • • •• •• 
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FIRST AID 
IF IN EYES: 

• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, 
if present, after the first 5 minutes, then continue rinsing. 

• Call a poison control center or doctor for treatment advice. 

IF SWALLOWED: 
• Call a poison control center or doctor immediately for treatment advice. Have the product label 

with you when you call the poison control center or medical professional. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency 
medical treatment information. 

Manufactured for 

Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-10 
EPA Est. No. 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• ••• • • •••• 
•• • • • • • • • 

• 
• • •••••• • 
• • • • • • •••• 

• • •••••• • 
• • • • • •• •• 
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PACKAGE INSERT LABEL 

CheristinTM for cats 
spinetoram 

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF 
FLEA INFESTATIONS 

ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER) 

ACTIVE INGREDIENT 
Spinetoram [CAS# 187166-40-1 & 187166-15-0] .. ... .... .... .. . 11.2% 

OTHER INGREDIENTS .... ..... ..... .. .... ......... ..... .. .... ... .. ..... .. ....... ... ... .. 88.8% 
TOTAL 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water after 
handling and before eating, drinking, chewing gum, using tobacco or using the toilet. Avoid cpl1tt:lt'J with 
eyes or clothing. • • • • 

•• • . .. . . . .. 
HAZARDS TO DOMESTIC ANIMALS ··-··· . FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on2<itt~nt less.thalil eight 
(8) weeks of age or weighing less than 1.8 lb. Do not allow your cat to ingest this fi)F<iii-.ict. Uooon1y a 

• • single dose on cats weighing greater than 20 lbs. As with any product, consult your vieterinada'1·~~fore 
using the product on debilitated, aged, pregnant or nursing animals or animals knOW TQ be settsifive to 

. "d ••••• • pest1c1 es. • • 

SIDE EFFECTS: 

•••••• • 
• . . .. 
•••• 

Monitor your cat after application. Side effects may include signs of application site reactions such 
as application site hair loss, hair change (greasy, clumping or matting) or redness, inflammation and 
itching. Other side effects such as inactivity, vomiting and inappetance have also been reported. If 
these or any other side effects occur, consult your veterinarian , your cat's healthcare expert. For 
technical assistance or to report a side effect, call Elanco at 1-888-545-5973. 
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FIRST AID 

IF IN EYES: 
• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, 

if present, after the first 5 minutes, then continue rinsing. 
• Call a poison control center or doctor for treatment advice. 

IF SWALLOWED: 
• Call a poison control center or doctor immediately for treatment advice. Have the product label 

with you when you call the poison control center or medical professional. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency 
medical treatment information. 

DIRECTIONS FOR USE: 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

Read the entire label, directions for use and frequency of application each time before using the product. 
For external use on cats and kittens only. 

FREQUENCY OF APPLICATION 
To kill fleas and prevent reinfestations, apply to cats and kittens 8 weeks of age and older as follows: 

HOW TO APPLY 

1. Use only on cats and kittens 8 weeks of age and older and weighing 1.8 lbs or more. Do not 
use more than a single dose on cats weighing greater than 20 lbs. 

2. Remove one applicator tube from the blister package. 
3. Hold applicator tube in an upright position. 
4. Press cap down until it clicks (indicating the tube has been punctured). Hold uprigttt~d 

remove cap. Check to be sure there is an opening at the tip of tube. • • • • 
5. Part the hair on the neck at the base of the head until the skin is visible. Place thrtfQPf the 

tube directly above the skin and squeeze the tube 2-4 times to expel t~Ei.C.evltents of Uie tube 
directly on the skin. For best results, apply at the base of the head, n" b~~een ~houk::ler . . . . ..... 
blades. Avoid getting the product in your pet's eyes or mouth. Treatrnenot•atothe fuse of the • • 
head will minimize the opportunity for the cat to directly lick the product. [)t)tnot allt>w)'bur cat 
to ingest this product. (There may be a small residual remaining in thEfftJM .after a•ttiii dose is ,. ... . 
expelled.) .. • 

6. Discard empty applicator tube in the trash. : • • • • • 

Picture/drawing 
of opening the 

tube. 

Picture/drawing 
of parting the 

hair on neck at 
base of head. 

Picture/drawing 
of applying the 

product. 

• • . . ,. ., ... 
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Monthly application is recommended to prevent and treat flea infestations. Cheristin™ for cats starts 
working in 30 minutes and continues killing fleas for a full month after application. 

STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by storage and disposal. 

Pesticide Storage: 
Store in original package in a cool dry place. 

Pesticide Disposal: 
Call your local solid waste agency or 1-800-CLEANUP or equivalent organization for disposal 
instructions. Unless otherwise instructed place in trash. Never pour unused product down the drain or 
on the ground. 

Container Handling: 
If empty: Non-refillable container. Do not reuse this container. Place in the trash, or offer for recycling if 
available. 
If partly filled: Call your local solid waste agency for disposal instructions. Never place unused product 
down any indoor or outdoor drain. 

LIMITED WARRANTY AND LIMITATIONS OF LIABILITY 
By using, buying or handling this product, users or buyers accept the following conditions, disclaimer of 
warranties and limitations of liability. The directions for use of this product are believed to be adequate 
and must be followed carefully. All risks of product use or handling are assumed by the user or buyer. No 
agent of Elanco is authorized to make, extend or modify any warranties. TO THE EXTENT 
CONSISTENT WITH APPLICABLE LAW ELANCO MAKES NO OTHER WARRANTIES, EXPRESSED 
OR IMPLIED, OF MERCHANTABILITY OR OF FITNESS FOR A PARTICULAR PURPOSE OR 
OTHERWISE, THAT EXTEND BEYOND THE STATEMENTS MADE ON THIS LABEL. ELANCO 
DISCLAIMS ANY LIABILITY WHATSOEVER FOR SPECIAL, INCIDENTAL OR CONSEQUENTIAL 
DAMAGES RESULTING FROM THE USE OR HANDLING OF THIS PRODUCT. To the extent 
consistent with applicable law the exclusive remedy of the user or buyer for any and all losses, injuries or 
damages resulting from the use or handling of this product, whether in contract, warranty, tort, 
negligence, strict liability or otherwise, is limited to the purchase price paid or replacement of the product. 

Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-10 
EPA Est. No. •••••• • • • • • 

•••••• • • •• 
••••• • • 

•••• • • •••• 
•• • • • • • •• 

• 
• • •••••• • 
• • • • • • •••• 

•• • • • • 
• • •••••• • 
• • • • • •• •• 
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Applicator Labeling 

Cheristin™ for cats 
Spinetoram 11.2% 

Cats and Kittens 8 weeks & older 

0.026 fl oz (0.77 ml) 

EPA Reg. No 72642-10 

CAUTION 
Keep Out of Reach of Children 

Read Entire Label Before Use 

ELANCO 

Lot No. 

Page 19 of 25 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• ••• • • •••• 
•• • • • • • • • 

• 
• • •••••• • 
• • • • • • •••• 

• 
• • •••••• • 
• • • • • •• •• 
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Blister Labeling 

Cheristin™ for cats 
Spinetoram 11.2% 

For Cats and Kittens 8 weeks of age (and older) 

0.026 fl oz (0.77 ml) 

EPA Reg. No 72642-10 

CAUTION 
Keep Out of Reach of Children 

Read Entire Label Before Use 

ELANCO 

Lot No. 
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•••••• • • • • • 
•••••• • • 

• ••• • • •••• 
•• • • • • • • • 

• 
• • •••••• • 

•• • •• • • • ••••• • ••• • • • • • • • • 
• • •••••• • 
• • • • • •• •• 
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(Calendar) Reminder Stickers 

Place stickers on your calendar as a reminder to apply Cheristin™ for cats only to cats and kittens 8 
weeks of age and older. 

Visit www.CheristinForCats.com to sign up and receive an email reminder from your cat when it is time to 
receive Cheristin™ for cats. 

Graphic of calendar 

Month 1 
(Graphic) 

Month 2 
(Graphic) 

Month 3 
(Graphic) 

Month 4 
(Graphic) 

Month 5 
(Graphic) 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

Month 6 
(Graphic) 

•••• • • •••• 
•• • • • • • • • 

• 
• • •••••• • 
• •• • • • •••• 

• 
• • •••••• • 
• • • • • •• •• 
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Once-a-month 
Topical 
T apical Solution 

Optional Marketing Claims 

Single topical (spot-on) application 
For the prevention and treatment of flea infestations [ Ctenocephalides fe/is] on cats (and kittens) 8 
weeks of age or older only 
Kills fleas 
(Fast Acting) kills fleas on cats within 8 hours 
(Fast Acting) starts killing fleas in 30 minutes 
(Fast Acting) starts working in 30 minutes 
Kills fleas which may cause flea allergy dermatitis (FAD) 
(Long Lasting) one treatment prevents further flea infestations through 6 weeks 
(Long Lasting) one treatment remains effective through 6 weeks 
(Long Lasting) remains effective through 6 weeks 
Fragrance-free 
Quick-drying 
Non-greasy 
Formulated (exclusively) for cats and kittens 8 weeks of age (and older) 
Kills fleas that may carry and transmit Rickettsia felis and Rickettsia typhi, Francisel/a tularensis 
Kills fleas that may carry and transmit bartonellosis, tapeworm and tularemia 
For indoor and outdoor cats and kittens 
Kills fleas that may cause anemia 
Long-lasting flea control through 6 weeks 
The primary target of action of spinetoram on insects is an activation of nicotinic acetylcholine 
receptors (nAChRs). 
Spinetoram does not interact with known insecticidal binding sites of other nicotinic or GABAergic 
insecticides such as neonicotinoids, fiproles , milbemycins, avermectins, and cyclodienes. 
Insects in contact with spinetoram show involuntary muscle contractions and tremors resulting 
from activation of motor neurons. 
Prolonged spinetoram-induced hyperexcitation results in prostration and paralysis resulting in 
death of fleas. 
Topical application 
One size for all cats/ kittens 8 weeks of age and older only . 
One (applicator tube, size, package, dose, treatment, application) treats all (any) size(s) of cats 
and kittens 8 weeks of age and older only. 
6 Pack 
Single Pack (Single dose, individual dose) 
Topical flea treatment 
Convenient • • • • • • • •• 

• ••• • • •••• 
•• • • • • • •• 

• 
Easy to apply (easy to use) • • : ••• : • 
Spinetoram, the active ingredient in Cheristin TM for cats, is a member of tlie ~fi.i~osyri clClq,s of 
pesticide • • • • • •.: •• • 
Protects cats and kittens 8 weeks of age (and older) (all sizes) from fleas ~tl.<ine mont~ 
One size application is effective for all (any) sizes (weight ranges) of cats and kittens:&w~eks of 
age (and older) only • 

• • 
(Flea infestations may vary) Monthly treatment (year-round) is recommended for optil'llql-~¢ntrol 
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and prevention of fleas 
• Satisfaction Guaranteed (Call 1-888-545-5973 if you have any questions.) 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
•• • • • • • • • 

• 
• • •••••• • 
• • • • • • •••• 

• 
• • •••••• • 
• • • • • •• •• 
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Cheristin™ for cats 
Sub-label #2 Commercial 
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(label to be placed near discharge control valve, this statement can be removed from printed label) 

CheristinTM for cats 
spinetoram 

ACTIVE INGREDIENT 
Spinetoram [GAS# 187166-40-1 & 187166-15-0] ... ... .... .. .... 11 .20% 

OTHER INGREDIENTS ..... .. ........ .... ........................ ....... .... .... ..... ... . 88.80% 
TOTAL 100.00% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water after 
handling and before eating, drinking, chewing gum or using tobacco or using the toilet. Avoid contact with 
eyes or clothing. 

ENVIRONMENTAL HAZARDS 
This product is toxic to aquatic invertebrates. Do not discharge effluent containing this product into lakes, 
streams, ponds, estuaries, oceans or other waters unless in accordance with the requirements of a 
National Pollutant Discharge Elimination System (NPDES) permit and the permitting authority has been 
notified in writing prior to discharge. Do not discharge effluent containing this product to sewer systems 
without previously notifying the local sewage treatment plant authority. For guidance contact your State 
Water Board or Regional Office of the EPA. 

FIRST AID 
IF IN EYES: 

• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, 
if present, after the first 5 minutes, then continue rinsing. 

• Call a poison control center or doctor for treatment advice . 

• 
IF SWALLOWED: • • • • •. 

• Call a poison control center or doctor immediately for treatment advice. Have the pro~uct:label 
with you when you call the poison control center or medical professional. : • •• • 

• Have person sip a glass of water if able to swallow. • • • • • • • 
• • • • Do not induce vomiting unless told to by a poison control center or doctor~ • 

• Do not give anything to an unconscious person. ••:••: 
•• 

• • •••••• • 
• • • • • • ••••• • ••• 

Have the product container or label with you when calling a poison control center .qr:Q"ttor or gQing for 
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emarne111cy 

• • o:i ••• 
medical treatment information. • 

• • • •• •• 
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DIRECTIONS FOR USE: 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

General use pesticide. For use only for the further manufacture or repacking of a registered 
pesticide product for companion animals. 

STORAGE AND DISPOSAL: 
Do not contaminate water, food or feed by storage and disposal. 
Pesticide Storage: Store in original package only. In case of leak or spill , contain material with 
absorbent materials and dispose as waste. 
Pesticide Disposal: Waste resulting from the use of this product may be disposed of on site or 
at an approved waste disposal facility. Never pour unused product down the drain or on the 
ground. 
Container Handling: Refillable container. Refill this container with pesticide only. Do not 
reuse this container for any other purpose. Cleaning the container before final disposal is the 
responsibility of the person disposing of the container. Cleaning before refilling is the 
responsibility of the refiller. To clean the container before final disposal, empty the remaining 
contents into manufacturing process or appropriate waste collection system. Fill the container 
about 10% full with water, and if possible, spray all sides while adding water. If practical , agitate 
vigorously or recirculate water with the pump for 2 minutes. Pour or pump rinsate into a waste 
collection system. Repeat this rinsing procedure two more times. Then offer for recycling if 
available or puncture and dispose of in a sanitary landfill , or by other procedures allowed by 
state and local authorities. 

Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-10 
EPA Est. No. 70996-CAN-002 

NET CONTENTS: _____ _ 
(may be completed by manual entry) 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

..... 
• • •••• 
•• • • • • • • • 

• 
• • •••••• • 
• • • • • • •••• ., 
• • •••••• • 
• • • • • •• •• 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 

Office of Pesticide Programs 

Registration Division (7505C) 

1200 Pennsylvania Ave., N.W. 

Washington, D.C. 20460 

NOTICE OF PESTICIDE: 
X Registration 
_Reregistration 
(under FLFRA, as amended) 

EPA Reg. Number: Date of Issuance: 

72642-10 JAN 1 7 2013 

Term of Issuance: 

Conditional 

Spinetoram 11.2°/o Cats 

Name and Address of Registrant (include ZIP Code): 

Elanco Animal Health, A Division of Eli Lilly & Company 
2500 innovation Way 
P.O. Box 708 
Greenfield, IN 46140 

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted to and accepted by the 

Registration Division prior to use of the label in commerce. In any correspondence on this product always refer to the above EPA registration number. 

On the basis of information furnished b}'. the registrant, the above named pesticide is hereby registered//reregistered under the Federal Insecticide, Fungicide 

and Rodenticide Act. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health and the 

environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance 

of any name in connection with the registration of a product under this Act is not to be construed as giving the registrant a right to exclusive use of the name 

or to its use if it has been covered by others. 

This product is conditionally registered in accordance with section 3(c)(7)(A) of FIFRA provided 
that you: 

1. Submit and/or cite all data required for registration of your product under section 3(c)(5) of FIFRA 
when the Agency requires all registrants of similar products to submit such data; and submit 
acceptable responses required for reregistration of your product under section 4 of FIFRA. 

2. Submit within 12 months of the date of issuance of this Registration Notice, acceptable guideline 
studies for Storage Stability study (OPPTS GLN: 830.6317) and Corrosion Characteristics study 
(OPTS GLN: 830.6320) for this product. 

3. Change the product registration number to "EPA Reg. No. 72642-10" 
(continued on page 2) 

Signature of Approving Official: Date: 

See page 2 

Mark Suarez, Product Manager (13) 
Insecticide Branch, Registration Division (7504P) 
EPA Form 8570-6 

Page 1 of 3 

JAN 1 7 2013 
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Conditions of acceptance 
e. 

1. This registration is now time-limited and expires two years from the date of this letter. 

2. Only one basic confidential statement of formula will be on file for this product at any one time; 
no alternate formulations or minor formulation amendments will be submitted or approved for 
this product. 

3. You must submit quarterly enhanced incident reports and quarterly sales information in doses 
sold for this product beginning April 1, 2013. 

The quarterly reports are due two months after the quarter ends. Please flag any Confidential 
Business Information as such. Enhanced incident reporting should be submitted to the Product 
Manager. Quarterly sales information should be submitted to the Registration Division, 
Immediate Office (attn: Kaitlon Keller). 

The following is a list of information that must be included in the quarterly reports for each 
incident: 

EPA Registration Number 
Product name (brand name) 
Lot# 
Where purchased: internet, store, veterinarian 
Active lngredient(s) 
Weight range for product 

Date on which incident occurred. (mm/dd/yyyy) 
State in which the incident occurred. (standard 2 letter abbreviation) 
Registrant case # 

Species: dog, cat, other (specify) 
Breed: (as reported by pet owner) 
Age: months or years 
Sex: M, F, or neutered 
Weight: pounds 

Primary Route of Exposure: dermal, oral, other animal, inhalation, other 
Body System: neurological, dermatological, GI, respiratory, ocular, other 
Major signs noted with separate column for each sign, using standard terminology 
Time to Onset: (hours, days) 
Treated by veterinarian: yes or no 
First time product used: yes or no 
Misuse: use on incorrect species, overdose, too frequent dosing, other (describe) 
Any known precondition 
EPA Severity Code: death, major, moderate, minor 
Outcome: died, recovered, still treated, unknown 

4. Along with the enhanced incident reporting, you must submit an analysis of the incidents seen, to 
include the following details: 
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All incidents should be reported including all minor dermal and ocular irritation reports. 

Summary table for dogs showing number of incidents of each severity code for each 
route of exposure. Each incident should only be reported once. If one incident has 
several routes of exposure, the order should be ocular > oral > dermal. In other words, an 
incident with both oral and dermal exposure would be reported as oral exposure, and an 
incident with both ocular and oral exposure would be reported as ocular exposure. 

A similar summary table for cats (misuse or secondary exposure) showing number of 
incidents of each severity code for each route of exposure. 

Summary table for dogs and table for cats showing number of incidents that are believed 
due to secondary exposure (e.g., multi-pet households). 

A summary table for dogs showing number of incidents for each severity code for these 
age ranges: <3 months, 3-6 months, 6-9 months, 9-12 months, 1 yr, 2 yr, 3 yr, 4 yr, 5 yr, 
6 yr, 7 yr, 8 yr, 9 yr, 10 yr, 11 yr, 12 yr, 13 yr, 14 yr, 15 yr,>15 yr. 

A summary table showing the number of dog incidents for each severity code for each 
pet weight range on the product label. 

A summary table for dog weight showing number of incidents for each product weight 
range. This table should show number of incidents in dogs weighing less than that 
product weight range, number of incidents in dogs in lower half of weight range, number 
of incidents in dogs in upper half of weight range, and dogs weighing more than the 
product weight range. 

Table showing number of incidents for each dog breed. 

Table showing number of incidents in dogs for each clinical sign. 

Table showing number of incidents in dogs for each organ system. 

Report aggregate incidents, but do not combine moderate and minor incidents. 

If these conditions are not complied with, the registration will be subject to cancellation in accordance 
with FIFRA sec. 6( e ). Your release for shipment of the product constitutes acceptance of these 
conditions. If EPA determines that future mitigation measures are necessary for all spot-on products, 
the Agency will inform registrants and if needed, EPA may take regulatory action. If you have any 
questions contact Driss Benmhend at 703-308-9525 or by e-mail at: Benmhend.driss@epa.gov. 

Enclosure: Label Stamped "with Comments" 
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Stctrely, 

~~~uarez 
.. 

Product Manager 13, 
Insecticide Branch 
Registration Division (7504P) 
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Spinetoram 11 .2% Cat 
Sub-label #2 Commercial 
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(label to be placed near discharge control valve, this statement can be removed from printed label) 

Spinetoram 11.2°/o Cat 
spinetoram 

ACTIVE INGREDIENT 
Spinetoram [CAS# 187166-40-1 & 187166-15-0) .............. .. 11.20% 

OTHER INGREDIENTS .................................. .. ...... .... .... .. ............... 88.80% 
TOTAL 100.00% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

... 
ACCEPTED 

with COMMENTS 
Ij f~A f ]ttt20§ated 

Under the federal Insect· 'd • Fun .. d . 1c1 e 
~ici, c:. and .Rodc:nticidl! Adr, 

as .am~ndc:d. tor the: pc:sticide 
reg1$t<.:rc:d undc:r FJ>.\ R' N 
- 7Z.612 -'Jc;°· 

Harmful if swallowed. Causes moderate eye irritation . Wash thoroughly with soap and water after 
handling and before eating, drinking, chewing gum or using tobacco or using the toilet. Avoid contact with 
eyes or clothing. 

ENVIRONMENTAL HAZARDS 
This product is toxic to aquatic invertebrates. Do not discharge effluent containing this product into lakes, 
streams, ponds, estuaries, oceans or other waters unless in accordance with the requirements of a 
National Pollutant Discharge Elimination System (NPDES) permit and the permitting authority has been 
notified in writing prior to discharge. Do not discharge effluent containing this product to sewer systems 
without previously notifying the local sewage treatment plant authority. For guidance contact your State 
Water Board or Regional Office of the EPA 

FIRST AID 
IF IN EYES: 

• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, 
if present, after the first 5 minutes, then continue rinsing. 

• Call a poison control center or doctor for treatment advice . 

• 
IF SWALLOWED: 

• Call a poison control center or doctor immediately for treatment advice. Have the product label 
with you when you call the poison control center or medical professional. 

• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency 
medical treatment information. 
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DIRECTIONS FOR USE: 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

General use pesticide. For use only for the further manufacture or repacking of a registered 
pesticide product for companion animals. 

STORAGE AND DISPOSAL: 
Do not contaminate water, food or feed by storage and disposal. 
Pesticide Storage: Store in original package only. In case of leak or spill , contain material with 
absorbent materials and dispose as waste. 
Pesticide Disposal: Waste resulting from the use of this product may be disposed of on site or 
at an approved waste disposal facility. Never pour unused product down the drain or on the 
ground. 
Container Handling: Refillable container. Refill this container with pesticide only. Do not 
reuse this container for any other purpose. Cleaning the container before final disposal is the 
responsibility of the person disposing of the container. Cleaning before refilling is the 
responsibility of the refiller. To clean the container before final disposal, empty the remaining 
contents into manufacturing process or appropriate waste collection system. Fill the container 
about 10% full with water, and if possible, spray all sides while adding water. If practical , agitate 
vigorously or recirculate water with the pump for 2 minutes. Pour or pump rinsate into a waste 
collection system. Repeat this rinsing procedure two more times. Then offer for recycling if 
available or puncture and dispose of in a sanitary landfill , or by other procedures allowed by 
state and local authorities. 

Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-RN 
EPA Est. No. 70996-CAN-002 

NET CONTENTS: -------
(may be completed by manual entry) 
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Spinetoram 11 .2% Cat 
Master Label 

Page 1of25 

Marketing claims: see lists at the end of the draft labels. 
Alternative language in (parentheses) 

CARTON LABEL 

FRONT PANEL 

Spinetoram 11.2% Cat 
spinetoram 

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF 
FLEA INFESTATIONS 

I ONL y FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER) 

Marketing claims: see lists at the end of the draft labels. 

Picture of Cat or Kitten 

ACTIVE INGREDIENT 
Spinetoram (CAS# 187166-40-1 & 187166-15-0) ....... .......... .... ..... .. 11.2% 

OTHER INGREDIENTS . . .. . . . .. . . . . .. .. .. . . . .. .. ... .. . . . . .. ....... .. . . . . .. . .. .. ..... ... ... 88.8% 
TOTAL 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
SEE BACK PANEL FOR PRECAUTIONARY STATEMENTS 

READ ALL DIRECTIONS BEFORE USING THIS PRODUCT 

CONTENTS 

1, 2, 3, 4, 6, 8, 12 - 0.026 fl oz (0.77 ml) applicator 

59 



Page 2 of 25 

BACK PANEL 
DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its 
labeling. 

General use pesticide. For use only for further manufacture or repacking of a registered 
pesticide product for companion animals. 

Read the entire label, directions for use and frequency of application each time before using this 
product. For external use on cats and kittens only. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water 
after handling and before eating, drinking , chewing gum, using tobacco or using the toilet. Avoid 
contact with eyes or clothing. 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on kittens less 
than eight (8) weeks of age or weighing less than 1.8 lb. Do not allow your cat to ingest this 
product. Use only a single dose on cats weighing greater than 20 lbs. As with any product, 
consult your veterinarian before using the product on debilitated, aged , pregnant or nursing 
animals or animals known to be sensitive to pesticides. 

SIDE EFFECTS: 
Monitor your cat after application. Side effects may include signs of application site reactions such 
as application site hair loss, hair change (greasy, clumping or matting) or redness, inflammation 
and itching. Other side effects such as inactivity, vomiting and inappetance have also been 
reported . If these or any other side effects occur, consult your veterinarian, your cat's healthcare 
expert. For technical assistance or to report a side effect, call Elanco at 1-888-545-5973. 
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FIRST AID 
IF IN EYES: 

• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, 
if present, after the first 5 minutes, then continue rinsing. 

• Call a poison control center or doctor for treatment advice. 

IF SWALLOWED: 
• Call a poison control center or doctor immediately for treatment advice. Have the product label 

with you when you call the poison control center or medical professional. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency 
medical treatment information. 

Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-RN 
EPA Est. No. 
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PACKAGE INSERT LABEL 

Spinetoram 11.2°/o Cat 
spinetoram 

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF 
FLEA INFESTATIONS 

ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER) 

ACTIVE INGREDIENT 
Spinetoram [CAS# 187166-40-1 & 187166-15-0] ... .... .. ... .... 11.2% 

OTHER INGREDIENTS ..... ........ .... .... ........ .... ........... .... .......... ... ...... 88.8% 
TOTAL 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water 
after handling and before eating, drinking, chewing gum, using tobacco or using the toilet. Avoid 
contact with eyes or clothing. 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on kittens less 
than eight (8) weeks of age or weighing less than 1.8 lb. Do not allow your cat to ingest this 
product. Use only a single dose on cats weighing greater than 20 lbs. As with any product, 
consult your veterinarian before using the product on debilitated, aged , pregnant or nursing 
animals or animals known to be sensitive to pesticides. 

SIDE EFFECTS: 
Monitor your cat after application. Side effects may include signs of application site reactions such 
as application site hair loss, hair change (greasy, clumping or matting) or redness, inflammation 
and itching. Other side effects such as inactivity, vomiting and inappetance have also been 
reported . If these or any other side effects occur, consult your veterinarian, your cat's healthcare 
expert. For technical assistance or to report a side effect, call Elanco at 1-888-545-5973. 
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FIRST AID 

IF IN EYES: 
• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 

contact lenses, if present, after the first 5 minutes, then continue rin~ing . 

• Call a poison control center or doctor for treatment advice. 

IF SWALLOWED: 
• Call a poison control center or doctor immediately for treatment advice. Have the product 

label with you when you call the poison control center or medical professional. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or 
going for treatment. You may also contact Rocky Mountain Poison Control at .1-888-767-5023 
for emergency medical treatment information. 

DIRECTIONS FOR USE: 
It is a violation of Federal law to use this product in a manner inconsistent with its 
labeling. 

General use pesticide. For use only for further manufacture or repacking of a registered 
pesticide product for companion animals. 

Read the entire label, directions for use and frequency of application each time before using this 
product. For external use on cats and kittens only. 

FREQUENCY OF APPLICATION 
To kill fleas and prevent reinfestations, apply to cats and kittens 8 weeks of age and older as 
follows: 

HOW TO APPLY 

1. Use only on cats and kittens 8 weeks of age and older and weighing 1.8 lbs or more. Do 
not use more than a single dose on cats weighing greater than 20 lbs. 

2. Remove one applicator tube from the blister package. 
3. Hold applicator tube in an upright position. 
4. Press cap down until it clicks (indicating the tube has been punctured). Hold upright and 

remove cap. Check to be sure there is an opening at the tip of tube. 
5. Part the hair on the neck at the base of the head until the skin is visible. Place the tip of 

the tube directly above the skin and squeeze the tube 2-4 times to expel the contents of 
the tube directly on the skin . For best results, apply at the base of the head, not 

. between the shoulder blades. Avoid getting the product in your pet's eyes or mouth. 
Treatment at the base of the head will minimize the opportunity for the cat to directly lick 
the product. Do not allow your cat to ingest this product. (There may be a small residual 
remaining in the tube after a full dose is expelled.) 
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6. Discard empty applicator tube in the trash . 

Picture/drawing 
of opening the 

tube. 

Picture/drawing 
of parting the 

hair on neck at 
base of head. 

Picture/drawing 
of applying the 

product. 

Monthly application is recommended to prevent and treat flea infestations. Spinetoram 11.2% 
Cat starts working in 30 minutes, kills adult fleas before the lay eggs and continues killing fleas 
for a full month after application. 

STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by storage and disposal. 

Pesticide Storage: 
Store in original package in a cool dry place. 

Pesticide Disposal: 
Call your local solid waste agency or 1-800-CLEANUP or equivalent organization for disposal 
instructions. Unless otherwise instructed place in trash . Never pour unused product down the 
drain or on the ground. 

Container Handling: 
If empty: Non-refillable container. Do not reuse this container. Place in the trash, or offer for 
recycling if available. 
If partly filled : Call your local solid waste agency for disposal instructions. Never place unused 
product down any indoor or outdoor drain. 

LIMITED WARRANTY AND LIMITATIONS OF LIABILITY 
By using , buying or handling this product, users or buyers accept the following conditions, 
disclaimer of warranties and limitations of liability. The directions for use of this product are 
believed to be adequate and must be followed carefully. All risks of product use or handling are 
assumed by the user or buyer. No agent of Elanco is authorized to make, extend or modify any 
warranties. TO THE EXTENT CONSISTENT WITH APPLICABLE LAW ELANCO MAKES NO 
OTHER WARRANTIES, EXPRESSED OR IMPLIED, OF MERCHANTABILITY OR OF 
FITNESS FOR A PARTICULAR PURPOSE OR OTHERWISE, THAT EXTEND BEYOND THE 
STATEMENTS MADE ON THIS LABEL. ELANCO DISCLAIMS ANY LIABILITY WHATSOEVER 
FOR SPECIAL, INCIDENTAL OR CONSEQUENTIAL DAMAGES RESULTING FROM THE 
USE OR HANDLING OF THIS PRODUCT. To the extent consistent with applicable law the 
exclusive remedy of the user or buyer for any and all losses, injuries or damages resulting from 
the use or handling of this product, whether in contract, warranty, tort, negligence, strict liability 
or otherwise, is limited to the purchase price paid or replacement of the product. 
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Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-RN 
EPA Est. No. 
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• 
Applicator Labeling 

Spinetoram 11.2% Cat 
Spinetoram 11 .2% 

Cats and Kittens 8 weeks & older 

0.026 fl oz (0. 77 ml) 

EPA Reg . No 72642-RN 

CAUTION 
Keep Out of Reach of Children 

Read Entire Label Before Use 

ELANCO 

Lot No. 

Page 8 of 25 
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• 
Blister Labeling 

Spinetoram 11.2% Cat 
Spinetoram 11 .2% 

For Cats and Kittens 8 weeks of age (and older) 

0.026 fl oz (0.77 ml) 

EPA Reg. No 72642-RN 

CAUTION 
Keep Out of Reach of Children 

Read Entire Label Before Use 

ELANCO 

Lot No. 

Page 9 of 25 
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{Calendar) Reminder Stickers 

Place stickers on your calendar as a reminder to apply Spinetoram 11 .2% Cat for cats and 
kittens 8 weeks of age and older. 

Visit www.elanco.com to sign up and receive an email reminder from your cat when it is time to 
receive Spinetoram 11.2% Cat. 

Graphic of calendar 

Month 1 
(Graphic) 

Month 2 
(Graphic) 

Month 3 
(Graphic) 

Month 4 
(Graphic) 

Month 5 
(Graphic) 

Month 6 
(Graphic) 
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Optional Marketing Claims 

• Once-a-month 
• Topical 
• Topical Solution 
• Single topical (spot-on) application 
• For the prevention and treatment of flea infestations [Ctenocephalides felis] on cats (and 

kittens) 8 weeks of age or older only 
• Kills fleas 
• (Fast Acting) kills fleas on cats within 8 hours 
• (Fast Acting) starts killing fleas in 30 minutes 
• (Fast Acting) starts working in 30 minutes 
• Kills fleas which may cause flea allergy dermatitis (FAD) 
• (Long Lasting) one treatment prevents furth.er flea infestations through 6 weeks 
• (Long Lasting) one treatment remains effective through 6 weeks 
• (Long Lasting) remains effective through 6 weeks 
• Fragrance-free 
• Quick-drying 
• Non-greasy 
• Formulated (exclusively) for cats and kittens 8 weeks of age (and older) 
• Kills fleas that may carry and transmit Rickettsia felis and Rickettsia typhi, Francisella 

tularensis 
• Kills fleas that may carry and transmit bartonellosis, tapeworm and tularemia 
• For indoor and outdoor cats and kittens 
• Kills fleas that may cause anemia 
• Long-lasting flea control through 6 weeks 
• The primary target of action of spinetoram on insects is an activation of nicotinic 

acetylcholine receptors (nAChRs). 
• Spinetoram does not interact with known insecticidal binding sites of other nicotinic or 

GABAergic insecticides such as neonicotinoids, fiproles, milbemycins, avermectins, and 
cyclodienes. 

• Insects in contact with spinetoram show involuntary muscle contractions and tremors 
resulting from activation of motor neurons. 

• Prolonged spinetoram-induced hyperexcitation results in prostration and paralysis 
resulting in death of fleas. 

• Topical application 
• One size for all cats/ kittens 8 weeks of age and older only. 
• One (applicator tube, size, package, dose, treatment, application) treats all (any) size{s) 

of cats and kittens 8 weeks of age and older only. 
• 6 Pack 
• Single Pack (Single dose, individual dose) 
• Topical flea treatment 
• Convenient 
• Easy to apply (easy to use) 
• Spinetoram, the active ingredient in Spinetoram 11.2% Cat, is a member of the spinosyn 

class of pesticide 
• Protects cats and kittens 8 weeks of age (and older) (all sizes) from fleas (for one 

month) 
• One size application is effective for all (any) sizes (weight ranges) of cats and kittens 8 
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weeks of age (and older) only 

• (Flea infestations may vary) Monthly treatment (year-round) is recommended for optimal 
control and prevention of fleas 

• Satisfaction Guaranteed (Call 1-888-545-5973 if you have any questions.) 
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Spinetoram 11 .2% Cat 
Sub-Label #1 Residential 
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Marketing claims: see lists at the end of the draft labels. 
Alternative language in (parentheses) 

CARTON LABEL 

FRONT PANEL 

Spinetoram 11.2°/o Cat 
spinetoram 

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF 
FLEA INFESTATIONS 

I ONL y FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER) 

Marketing claims: see lists at the end of the draft labels. 

Picture of Cat or Kitten 

ACTIVE INGREDIENT 
Spinetoram (CAS# 187166-40-1 & 187166-15-0) .... .................. .... .. 11 .2% 

OTHER INGREDIENTS . . . . . .. .. .. .. . . .. .. .. . . . .. . .. .. .. .. . . ..... . . . . .. . . .. . .. .... . . . ... . .. 88.8% 
TOTAL 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
SEE BACK PANEL FOR PRECAUTIONARY STATEMENTS 

READ ALL DIRECTIONS BEFORE USING THIS PRODUCT 

CONTENTS 

1, 2, 3, 4, 6 , 8, 12 - 0.026 fl oz (0.77 ml) applicator 
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BACK PANEL 
DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its 
labeling. 

More detailed directions for use are included in the box. Read the entire label, directions for use 
and frequency of application each time before using this product. 

For prevention and treatment of fleas, part the hair on the neck at the base of the head and 
apply the contents of the applicator tube to a single spot on the skin of the cat. Do not apply on 
the surface of the cat's hair coat. Place the empty applicator tube in the trash. 

Monthly application is recommended to prevent and treat flea infestations. Spinetoram 11 .2% 
Cat starts working in 30 minutes, kills adult fleas before they lay eggs and continues killing fleas 
for a full month after application. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful if swallowed. Causes moderate eye irritation . Wash thoroughly with soap and water 
after handling and before eating , drinking, chewing gum, using tobacco or using the toilet. Avoid 
contact with eyes or clothing. 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on kittens less 
than eight (8) weeks of age or weighing less than 1.8 lb. Do not allow your cat to ingest this 
product. Use only a single dose on cats weighing greater than 20 lbs. As with any product, 
consult your veterinarian before using· the product on debilitated, aged, pregnant or nursing 
animals or animals known to be sensitive to pesticides. 

SIDE EFFECTS: 
Monitor your cat after application. Side effects may include signs of application site reactions such 
as application site hair loss, hair change (greasy, clumping or matting) or redness, inflammation 
and itching. Other side effects such as inactivity, vomiting and inappetance have also been 
reported. If these or any other side effects occur, consult your veterinarian , your cat's healthcare 
expert. For technical assistance or to report a side effect, call Elanco at 1-888-545-5973. 
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FIRST AID 
IF IN EYES: 

• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, 
if present, after the first 5 minutes, then continue rinsing. 

• Call a poison control center or doctor for treatment advice. 

IF SWALLOWED: 
• Call a poison control center or doctor immediately for treatment advice. Have the product label 

with you when you call the poison control center or medical professional. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency 
medical treatment information. 

Manufactured for 

Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg . No. 72642-RN 
EPA Est. No. 
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PACKAGE INSERT LABEL 

Spinetoram 11.2°/o Cat 
spinetoram 

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF 
FLEA INFESTATIONS 

ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER) 

ACTIVE INGREDIENT 
Spinetoram [CAS# 187166-40-1 & 187166-15-0] ......... ... ... . 11.2% 

OTHER INGREDIENTS .. ..... ....... ... .. .. ... .... .... ... ........ .... .. ... .. .. ... .. ..... . 88.8% 
TOTAL 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water after 
handling and before eating, drinking , chewing gum, using tobacco or using the toilet. A\'.oid contact with 
eyes or clothing. 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on kittens less than eight 
(8) weeks of age or weighing less than 1.8 lb. Do not allow your cat to ingest this product. Use only a 
single dose on cats weighing greater than 20 lbs. As with any product, consult your veterinarian before 
using the product on debilitated , aged, pregnant or nursing animals or animals known to be sensitive to 
pesticides. 

SIDE EFFECTS: 
Monitor your cat after application. Side effects may include signs of application site reactions such 
as application site hair loss, hair c:hange (greasy, clumping or matting) or redness, inflammation and 
itching. Other side effects such as inactivity, vomiting and inappetance have also been reported. If 
these or any other side effects occur, consult your veterinarian, your cat's healthcare expert. For 
technical assistance or to report a side effect, call Elanco at 1-888-545-5973. 
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FIRST AID 

IF IN EYES: 
• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, 

if present, after the first 5 minutes, then continue rinsing. 
• Call a poison control center or doctor for treatment advice. 

IF SWALLOWED: 
• Call a poison control center or doctor immediately for treatment advice. Have the product label 

with you when you call the poison control center or medical professional. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency 
medical treatment information. 

DIRECTIONS FOR USE: 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

Read the entire label, directions for use and frequency of application each time before using the product. 
For external use on cats and kittens only. 

FREQUENCY OF APPLICATION 
To kill fleas and prevent reinfestations, apply to cats and kittens 8 weeks of age and older as follows: 

HOW TO APPLY 

1. Use only on cats and kittens 8 weeks of age and older and weighing 1.8 lbs or more. Do not 
use more than a single dose on cats weighing greater than 20 lbs. 

2. Remove one applicator tube from the blister package. 
3. Hold applicator tube in an upright position. 
4. Press cap down until it clicks (indicating the tube has been punctured) . Hold upright and 

remove cap. Check to be sure there is an opening at the tip of tube. 
5. Part the hair on the neck at the base of the head until the skin is visible. Place the tip of the 

tube directly above the skin and squeeze the tube 2-4 times to expel the contents of the tube 
directly on the skin. For best results, apply at the base of the head, not between shoulder 
blades. Avoid getting the product in your pet's eyes or mouth. Treatment at the base of the 
head will minimize the opportunity for the cat to directly lick the product. Do not allow your cat 
to ingest this product. (There may be a small residual remaining in the tube after a full dose is 
expelled.) 

6. Discard empty applicator tube in the trash. 

Picture/drawing 
of opening the 

tube. 

Picture/drawing 
of parting the 

hair on neck at 
base of head. 

Picture/drawing 
of applying the 

product. 
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Monthly application is recommended to prevent and treat flea infestations. Spinetoram 11 .2% Cat starts 
working in 30 minutes, kills adult fleas before they lay eggs and continues killing fleas for a full month 
after application. 

STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by storage and disposal. 

Pesticide Storage: 
Store in original package in a cool dry place. 

Pesticide Disposal: 
Call your local solid waste agency or 1-800-CLEANUP or equivalent organization for disposal 
instructions. Unless otherwise instructed place in trash. Never pour unused product down the drain or 
on the ground. 

Container Handling: 
If empty: Non-refillable container. Do not reuse this container. Place in the trash , or offer for recycling if 
available. 
If partly filled: Call your local solid waste agency for disposal instructions. Never place unused product 
down any indoor or outdoor drain . 

LIMITED WARRANTY AND LIMITATIONS OF LIABILITY 
By using, buying or handling this product, users or buyers accept the following conditions, disclaimer of 
warranties and limitations of liability. The directions for use of this product are believed to be adequate 
and must be followed carefully. All risks of product use or handling are assumed by the user or buyer. No 
agent of Elanco is authorized to make, extend or modify any warranties. TO THE EXTENT 
CONSISTENT WITH APPLICABLE LAW ELANCO MAKES NO OTHER WARRANTIES, EXPRESSED 
OR IMPLIED, OF MERCHANTABILITY OR OF FITNESS FOR A PARTICULAR PURPOSE OR 
OTHERWISE, THAT EXTEND BEYOND THE STATEMENTS MADE ON THIS LABEL. ELANCO 
DISCLAIMS ANY LIABILITY WHATSOEVER FOR SPECIAL, INCIDENTAL OR CONSEQUENTIAL 
DAMAGES RESULTING FROM THE USE OR HANDLING OF THIS PRODUCT. To the extent 
consistent with applicable law the exclusive remedy of the user or buyer for any and all losses, injuries or 
damages resulting from the use or handling of this product, whether in contract, warranty, tort, 
negligence, strict liability or otherwise, is limited to the purchase price paid or replacement of the product. 

Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg . No. 72642-RN 
EPA Est. No. 
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Applicator Labeling 

Spinetoram 11.2% Cat 
Spinetoram 11 .2% 

Cats and Kittens 8 weeks & older 

0.026 fl oz (0.77 ml) 

EPA Reg. No 72642-RN 

CAUTION 
Keep Out of Reach of Children 

Read Entire Label Before Use 

ELA NCO 

Lot No. 

Page 19 of 25 
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Blister Labeling 

Spinetoram 11.2% Cat 
Spinetoram 11 .2% 

For Cats and Kittens 8 weeks of age (and older) 

0.026 fl oz (0.77 ml) 

EPA Reg. No 72642-RN 

CAUTION 
Keep Out of Reach of Children 

Read Entire Label Before Use 

ELANCO 

Lot No. 

Page 20 of 25 
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(Calendar) Reminder Stickers 

Place stickers on your calendar as a reminder to apply Spinetoram 11 .2% Cat for cats and kittens 8 
weeks of age and older. 

Visit www.elanco.com to sign up and receive an email reminder from your cat when it is time to receive 
Spinetoram 11 .2% Cat. 

Graphic of calendar 

Month 1 
(Graphic) 

Month 2 
(Graphic) 

Month 3 
(Graphic) 

Month 4 
(Graphic) 

Month 5 
(Graphic) 

Month 6 
(Graphic) 
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Optional Marketing Claims 
• Once-a-month 
• Topical 
• Topical Solution 
• Single topical (spot-on) application 
• For the prevention and treatment of flea infestations [Ctenocephalides felis] on cats (and kittens) 8 

weeks of age or older only 
• Kills fleas 
• (Fast Acting) kills fleas on cats within 8 hours 
• (Fast Acting) starts killing fleas in 30 minutes 
• (Fast Acting) starts working in 30 minutes 
• Kills fleas which may cause flea allergy dermatitis (FAD) 
• (Long Lasting) one treatment prevents further flea infestations through 6 weeks 
• (Long Lasting) one treatment remains effective through 6 weeks 
• (Long Lasting) remains effective through 6 weeks 
• Fragrance-free 
• Quick-drying 
• Non-greasy 
• Formulated (exclusively) for cats and kittens 8 weeks of age (and older) 
• Kills fleas that may carry and transmit Rickettsia felis and Rickettsia typhi, Francisella tularensis 
• Kills fleas that may carry and transmit bartonellosis, tapeworm and tularemia 
• For indoor and outdoor cats and kittens 
• Kills fleas that may cause anemia 
• Long-lasting flea control through 6 weeks 
• The primary target of action of spinetoram on insects is an activation of nicotinic acetylcholine 

receptors (nAChRs). 
• Spinetoram does not interact with known insecticidal binding sites of other nicotinic or GABAergic 

insecticides such as neonicotinoids, fiproles , milbemycins, avermectins, and cyclodienes. 
• Insects in contact with spinetoram show involuntary muscle contractions and tremors resulting 

from activation of mo~or neurons. 
• Prolonged spinetoram-induced hyperexcitation results in prostration and paralysis resulting in 

death of fleas. 
• Topical application 
• One size for all cats/ kittens 8 weeks of age and older only. 
• One (applicator tube, size, package, dose, treatment, application) treats all (any) size(s) of cats 

and kittens 8 weeks of age and older only. 
• 6 Pack 
• Single Pack (Single dose, individual dose) 
• Topical flea treatment 
• Convenient 
• Easy to apply (easy to use) 
• Spinetoram, the active ingredient in Spinetoram 11.2% Cat, is a member of the spinosyn class of 

pesticide 
• Protects cats and kittens 8 weeks of age (and older) (all sizes) from fleas (for one month) 
• One size application is effective for all (any) sizes (weight ranges) of cats and kittens 8 weeks of 

age (and older) only 
• (Flea infestations may vary) Monthly treatment (year-round) is recommended for optimal control 
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and prevention of fleas 

• Satisfaction Guaranteed (Call 1-888-545-5973 if you have any questions.) 
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Spinetoram 11 .2% Cat 
Sub-label #2 Commercial 

Page 24 of 25 

(label to be placed near discharge control valve, this statement can be removed from printed label) 

Spinetoram 11.2°/o Cat 
spinetoram 

ACTIVE INGREDIENT 
Spinetoram [CAS# 187166-40-1 & 187166-15-0] ................ 11 .20% 

OTHER INGREDIENTS .... ......... .. .... .. ............. .... ........ .. .. .. .. ...... .... .. . 88.80% 
TOTAL 100.00% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water after 
handling and before eating, drinking, chewing gum or using tobacco or using the toilet. Avoid contact with 
eyes or clothing. 

ENVIRONMENTAL HAZARDS 
This product is toxic to aquatic invertebrates. Do not discharge effluent containing this product into lakes, 
streams, ponds, estuaries, oceans or other waters unless in accordance with the requirements of a 
National Pollutant Discharge Elimination System (NPDES) permit and the permitting authority has been 
notified in writing prior to discharge. Do not discharge effluent containing this product to sewer systems 
without previously notifying the local sewage treatment plant authority. For guidance contact your State 
Water Board or Regional Office of the EPA. 

FIRST AID 
IF IN EYES: 

• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, 
if present, after the first 5 minutes, then continue rinsing . 

• Call a poison control center or doctor for treatment advice . 
• 

IF SWALLOWED: 
• Call a poison control center or doctor immediately for treatment advice. Have the product label 

with you when you call the poison control center or medical professional. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency 
medical treatment information. 
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DIRECTIONS FOR USE: 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

General use pesticide. For use only for the further manufacture or repacking of a registered 
pesticide product for companion animals. 

STORAGE AND DISPOSAL: 
Do not contaminate water, food or feed by storage and disposal. 
Pesticide Storage: Store in original package only. In case of leak or spill , contain material with 
absorbent materials and dispose as waste. 
Pesticide Disposal: Waste resulting from the use of this product may be disposed of on site or 
at an approved waste disposal facility. Never pour unused product down the drain or on the 
ground. 
Container Handling: Refillable container. Refill this container with pesticide only. Do not 
reuse this container for any other purpose. Cleaning the container before final disposal is the 
responsibility of the person disposing of the container. Cleaning before refilling is the 
responsibility of the refiller. To clean the container before final disposal, empty the remaining 
contents into manufacturing process or appropriate waste collection system. Fill the container 
about 10% full with water, and if possible, spray all sides while adding water. If practical , agitate 
vigorously or recirculate water with the pump for 2 minutes. Pour or pump rinsate into a waste 
collection system. Repeat this rinsing procedure two more times. Then offer for recycling if 
available or puncture and dispose of in a sanitary landfill , or by other procedures allowed by 
state and local authorities. 

Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-RN 
EPA Est. No. 70996-CAN-002 

NET CONTENTS: _____ _ 
(may be completed by manual entry) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF 
CHEMlCAL SAFETY AND 

POLLUTION PREVENTION 

MEMORANDUM: 

From: Kevin Sweeney, Senior Entomologist 

Date: January 10, 2013 

Subject: PRODUCT PERFORMANCE DA TA EVALUATION RECORD 

DP barcode: 404873 
Decision no.: 466770 
Submission no: 919462 
Action code: R310 
Product Name: Spinetoram 11.2% Cat 
EPA Reg. No or File Symbol: 72642-RN 
Formulation Type: RTU pet spot-on 

Ingredients statement from the label with PC codes included: 11.2 % spinetoram (PC 
codes: 11009 & 11008) 
Use pattern: Topical cat spot-on for cats weighing more than 1.8 lbs. 
Application rates of product/active ingredient: One tube per cat (0.026 fl oz/0.77ml). 
(Efficacy testing was done with 0.70 ml dose) 
OCSPP Guideline: 810.3300 

I. Action Requested: Review label and submitted efficacy data. 

Il. Background: The registrant submitted a new cat spot-on product that they claim is 
substantially similar to EPA Reg. No. 72642-9. The product specific efficacy data were 
submitted for fleas only as that is the only pest on the proposed label. 
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ID. Study Reviews: 
Please find the primary reviews attached. I have summarized the review results below. 

MRID48875806. Everett, W.R. 2012. Efficacy of Spinetoram 11.2% (w/w) Topical 
Formulation against Cat Fleas on Adult Cats. 

Conclusion: The study is acceptable. The study demonstrated that the product controlled cat 
fleas for up to 37 days post-treatment. The product was effective based on counts at days 2, 9, 
16, 23, 30 and 37. Results were expressed in terms of geometric and arithmetic means. Treated 
animals were compared to control treated with a vehicle control solution. 

MRID48875807. Young, D.R. 2012. Efficacy of Spinetoram 11.2% (w/w) Topical 
Formulation against Cat Fleas on Adult Cats. 

Conclusion: The study is acceptable. The study demonstrated that the product controlled cat 
fleas for up to 37 days post-treatment. The product was effective based on counts at days 2, 9, 
16, 23, 30 and 37. Results were expressed in terms of geometric and arithmetic means. Treated 
animals were compared to control treated with a vehicle control solution. 

MRID48875808. Everett, W.R. 2012. Knockdown and Speed of Kill Effectiveness of 
Spinetoram 11.2% (w/w) Topical Formulation Administered to Cats for the Treatment of 
Cat Fleas and its Residual Efficacy (Interim Report). 

Conclusion: The study is acceptable. The primary review does not mention it, but there were 
two minor deviations reported in the study. These deviations did not have significant impacts on 
the study outcomes. The data support speed of kill claims: 8 hours or greater; and starts killing 
within 30 minutes. 

IV. Entomologist's Recommendations: 

1. The submitted data demonstrate control of fleas for up to 37 days with one spot-on 
application. The claim "continues killing fleas for a full month after application" is supported. 

2. The submitted data show that following application, the product starts working within 30 
minutes and kills fleas by 8 hours post-treatment or within 8 hours of exposure to the treatment 

3. The data do not show that "Spinetoram 11.2% Cat. . ., 
"Kills adult fleas before the(y) lay eggs." This claim should be removed. 
"Kills fleas before they lay eggs" 

4. I did not review the website referred to on the label. 

5. Additional marketing claims: 
• Remove any claims greater than 6 weeks. Only one study showed activity greater than 
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3 7 days. The other studies showed up to 3 7 days of control. 
• The four bulleted claims referring to: mode of action; lack of interaction with other 

pesticides; . . . activation of motor neurons; and hyper-excitation resulting in prostration 
and paralysis of fleas; were not evaluated in these studies. I default to the risk manager 
and/or PM to determine if these claims are true and appropriate for consumer product 
labeling. 

3 
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TASK 2 DATA EVALUATION RECORD 

STUDY TYPE: Product Performance 

MRID 488758-06. W.R. Everett. Application to Register Spinetoram 11.2% Cat: A Once 
Monthly Topical for the Prevention and Treatment of Flea Infestation on Cats and Kittens, 
Eight Weeks and Older. June 11, 2012. 

OCSPP 810.3300 (Treatments to Control Pests of Humans and Pets) 

Product Name: Spinetoram 11.2% Cat 
EPA Reg. No. or File Symbol: 72642-RN 
Decision number: 466770 
DP number: 404873 

Prepared for 
Registration Division (7505) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
Washington, DC 20460 

Prepared by 
Summitec Corporation 
Task Order No.: 2-90 

Primary Reviewer: 
Robert H. Ross, M.S. 

Secondary Reviewers: 
Gene Burgess, Ph.D. 

Robert H. Ross, M.S. Program Manager 

Quality Assurance: 
Angie Edmonds, B.S. 

Disclaimer 

Signature: 
Date: 

Signature: 
Date: 

Signature: 
Date: 

~~.~ 
DEC 2 7 2012 

GeM 8u1f¥41 flt 

0 ~EC-~ 7 2012 
~\~.~ 

DEC 2 7 2012 

Signature:-+-<fJl~-........... &tm~ ........... &/rJ'---
Date: ~DEC 2 7 2012 

This review may have been altered subsequent to the contractors' signatures above. 

Summitec Corp. for the U.S. Environmental Protection Agency under Contract No. EP-W-11-014 
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DATA EVALUATION RECORD 

[EPA Primary Reviewer's Name] 

STUDY TYPE: 

MRID: 

DPBARCODE: 

DECISION NO: 

SUBMISSION NO: 

SPONSOR: 

TESTING FACILITY: 

STUDY DIRECTOR: 

SUBMITTER: 

STUDY COMPLETED: 

PRODUCT PERFORMANCE: OCSSP 810.3300 
(Treatments to Control Pests of Humans and Pets) 

488758-06. W.R. Everett. Application to Register 
Spinetoram 11.2% Cat: A Once Monthly Topical for the 
Prevention and Treatment of Flea Infestation on Cats and 
Kittens, Eight Weeks and Older. June 11 , 2012. 

404873 

466770 

919462 

Elanco Animal Health 
2500 Innovation Way 
Greenfield, IN 46140 

Bertek, Inc. 
104 Wilson Bottoms Road 
Greenbier, AR 72058 

William R. Everett, Ph.D. 

Katherine A. Meyer 
Elanco Animal Health 

11/06/2012 

2 

88 



CONFIDENTIALITY 
CLAIMS: 

GOOD LABORATORY 
PRACTICE: 

TEST MATERIAL: 

PROPOSED LABEL 
MARKETING CLAIMS: 

None 

1be following is a detailed descnplion of all differences between the practices llSCd in the 11udy 
and lhose required by 40 CfR 160: 

1. The commercial animal r.uion used in the study was !IOI analyL.Cd for specific conlalninant5 
because none were eq>ected. 

2. The drintinx water used in the study was DOI wlyud for specific conwnioants because 
none were expected. This was potable waler obtained from the lucal J)llblic water supply. 
The lnler is routinely analyzed by the local water authonty for suil&btltty as dnnking wata. 

3. The method used to '"'1Y the GLP vehicle coo\IOI (l!AH·FfIB..12-POI) and test Sllbstance 
(EAH-FEB-12-003) lots was DOl f\iUy validated befon study initiation- On 14 Februmy 2012, 
the GLP mcd!od validation (Study No. 68306, Method V alidalioo for Ille Quantitatioo of 
11.2% wt/wt Spinctoram J and L in Fn1111ulatinn) wu initiAtt.~ And IM lab ph8se lliBS 

completed oo 30 April 2012. Furtbcrmore, ABC Lab QAU completed the raw data n:vicw of 
the method validation on IS May 2012. The med:iod validation was in progrc3S when the 
material WlU origin.ally wayed and after the eomplction of the QAU review the GLP CoA 's 
were issued for both lots l!AH.fEB-12-POl and EAH·FEB·IZ..003. Tbe5e two GLP 101S 
were used to validate the method The fillll assay result of lot EAH·FEB-12-003 after the 
method was validated did not change. 

4. Data entry and Sl&listica! analysis of the data waa performed by Cli.aData Sec<v•~ Jnc. wb.i 
arc compliant with GCP (Good Clinical Practicca) and illPAA SWICINds.: Ttic dw 
management softw~ used is fully oompliant with 21 CFR Part l l swida:ds :or daia . . 
integrity, eon.fidailiality ll!d secunty. The statistical analysis was pcrforbM: ~ $A4 · · 
software, which is ~izcd as llll industry sl!ndard system. Al~ Cl.U:io.14 Serti~ 
does nol have a Qliality A.nlnllCC unit to qulilfy the actllll trwfonnations ~Qnncd, ti:: 
quality m-tcw which was CO!lducted for thU Sllldy by ClinDala Services pmc.:mel:was per 
their local proccdlJrcs. 

PRODUCT NAME: Spinetoram 11.2% Cat 
EPA REGISTRATION NUMBER OR FILE SYMBOL: 
72642-RN 
ACTIVE INGREDIENT NAME: Spinetoram 
CHEMICAL NAME: Not given 
A.I. %: 11.2% 
PC CODEs: 110008 and 110009 
CAS NO.: 187166-40-1and187166-15-0 
FORMULATION TYPE: Spot on 
PRODUCT APPLICATION RATE(S): One tube (0.026 fl 
oz; 0.77 ml) 
ACTIVE INGREDIENT APPLICATION RA TE(S): Not 
given 

Kills fleas within 8 hours. Starts killing fleas in 30 
minutes. One treatment prevents further flea infestations 
for up to 7 weeks. 
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STUDY REVIEW 

Purpose: To confirm the effectiveness of 0.7 ml 11.2% in cats experimentally infested with adult 
cat fleas . 

MATERIALS AND METHODS 

Test Location: In laboratory of Bertek, Inc. , Greenbier, AR 

Test Material(s): Spinetoram 11.2%, 0.70 ml - same as product label except test material volume 
was 0.07 ml less than label amount of 0.77 ml 

Test Species Name, Life Stage, Sex and Age: Adult cat flea (Ctenocephalidesfelis) 

Describe test containers, chambers and/or apparatus (include site description and location) 
and how experiment was conducted: Table 1 provides details on experimental animals and 
Table 2 gives the schedule of events. Cats were housed individually in cages and treated cats were 
not housed directly over control cats. Treatments were administered once topically at the base of 
the skull after parting each animal ' s hair. The inclusion criteria were as follows: 

• Cats were able to maintain at least 30 % of the experimental flea infestations 
applied during the pre-treatment period for ran.king and allocation. 

• Cats had a hair coat and disposition that allowed for complete and thorough 
combing to remove all fleas during the comb counting procedure. 

• Cats were in good health. 

T bl 1 Ani 1 D h' a e ma emograEJ IC?S 

Parameter Spinetoram Vehicle Control 

Animal Source+ · Site Colony 8 (1 00.0%) 8 (100.0%) 

Breed Ca1cgory+ Crossbred 8 (100.0%) 8 (100.0%) 

Age (months)++ N 1 6 
Mcan(SD) l 7.00 (8.21) 12.50 (0.55) 

Median 12.00 12.50 

Min, Max 12.00, 29.00 12.00, 13.00 
Gender Female Intact 5 (62.5%) 5 {62.5%) 

Male Intact 3 (37.5%) 2 (25.0%) 

Male Neutered 0 (0.0%) 1 (12.5%) 
Hair Length Short 8 (100.0%) 7 (87.5%) 

Medium 0 (0.0%) I ( 12.5%) 

Completed Study 8 (100.0%) 8 (100.0%) 
• p.,.:iJ11es fut caeegorical \;iriables derived by Ft~hcr'i faac1 (2·tad) le:il 

Y•\'81\KS Sor COnlll'NOU~ \"an:il>IC$ Clctt•·e;J b)' :lnal)'SIS Of \"anlllK:C Wllb tn:atmcnt &S l!lctor 

p-value* 

0.2097 

1.0000 

1.0000 

1.0000 

• ~OTE: P·valuc:s for Ammal Sour(c and Breco Cat~gory wm: not c;alcul111c:d as all animals wen: obtained from the ..a.'00 s.ourcc nd 
s.amc breed catcgoiy. 

~+ NITTI:.: At,<c: was unknown for llvcc 1>11nnal$ (one in the pil>Cltunim gr<l'llP and 1.,.·o in the Vehicle Control group). 
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Table 2. Schedule of Events 

Study Day Activities --
-14 

Receipt and/or identification of animals suitable for inclusion in study. 
Begin once daily ~cncral health observations of all cats. 

-12 Bathe and groom cats. Conduct physical exams. -
-7 Infest at least 20 cats with approximately 100 fleas. 
-5 Comb count 48 hour.; after infestation. Weigh cats. 

-4 Allocate l6 cats to treatment groups. 

-1 Infest cats in both treatment groups with approximately l 00 fleas. 

O(am} 
Administer treatments in the morning 

· Post treatment Observations 
1-37 Twice daily general health observations. 

1·7 Aesthetic Observations 

2 Flea comb count 

7 Flea (nfest 

9 flea comb count 

14 Flea lnfest 

16 Flea comb count 

21 Flea Infest 

23 Flea comb count 

28 Flea Infest 

30 Flea comb count 

35 Flea Infest 
37 Flea comb count 

List the treatments including untreated control : 
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e 
Study Days for Flea Infestations 

and Comb Counts 

Treatment Infestations 
Group Dose Rate (Day) Comb Counts 

0.7 ml of Spinetoram Approximately 48 hours 

I 
11.2% (wt/wt) Topical -1. 7, 14, 21, 28 afler treatment (Study 
Fonnulation applied on and 35 Day 2) or infestation (Study 
Study Day 0 Days 9, 16, 23, 30 and 37) 

Approximately 48 hours 

2 0.7 ml of Vehicle Control 
-1, 7, 14, 21, 28 after treatment (Study 
and 3.5 Day 2) or intestation Study 

Days 9, 16. 23, 30 and 37) 

6 

92 



e 
Number of replicates per treatment: 8 

Number of individuals p er replicate: 1 

Length of exposure to tr eatment (time in seconds, minutes or hours): 3 7 days 

Were tested specimens tr ansferred to clean containers? NA 

Experimental conditions 
conditions with a 12:12 lig 

(state relative humidity, temperature, and photoperiod): Laboratory 
ht:dark cycle 

Data or endpoints collect ed/recorded: Live fleas counts on days 2, 9, 16, 23, 30, and 37 

Data analysis: Geometric and arithmetic mean live flea counts 

RESULTS 

As shown in Tables 3 and 4, the test product was very effective. 

Table 3. Geometric M ean Live Flea Counts and Calculated Percent Efficacy 

Count Day Vehicle Control Spioetoram Treated % Efficacy 
Day2 86.41 0.00 100.00 
Day9 74.47 0.00 I00.00 
Day 16 76.35 0.00 100.00 
Day 23 77.21 0.49 99.37 

Day 30 56.34 0.09 99.84 
Day37 59.34 1.28 97.85 

Table 4. Arithmetic M ean Live Flea Counts and Calculated Percent Efficacy 
Count Day Vehicle Control Spinetoram Treated % Efficacy 

Day2 87.00 0.00 100.00 

Day9 76.38 0.00 100.00 
Day 16 77.63 0.00 100.00 
Day 23 78.00 0.75 99.04 
Day30 59.88 0.13 99.79 
Day37 61.25 2.00 96.73 

Study Author's Concl USIODS 

Excellent control of cat fle as for at least 3 7 days. 
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-Reviewer's Conclusions 

The test material gave excellent results for up to 3 7 days. Control data were acceptable. No 
deviations from protocol were noted. Results for individual cats were not provided. 

Reviewer's Recommendations 

The study is acceptable and supports the label claim of one treatment prevents further flea 
infestations for up to 7 weeks. It was not intended to support the claim of fast action which is 
supported by results in MRID 48875808. 

8 
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• TASK 2 DATA EVALUATION RECORD 

STUDY TYPE: Product Performance 

MRID 488758-07. D.R. Young. Application to Register Spinetoram 11.2% Cat: A Once 
Monthly Topical for the Prevention and Treatment of Flea Infestation on Cats and Kittens, 
Eight Weeks and Older. June 11, 2012. 

OCSSP 810.3300 (Treatments to Control Pests of Humans and Pets) 

Product Name: Spinetoram 11.2% Cat 
EPA Reg. No. or File Symbol: 72642-RN 
Decision number: 466770 
DP number: 404873 

Prepared for 
Registration Division (7505) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
Washington, DC 20460 

Prepared by 
Summitec Corporation 
Task Order No.: 2-90 

Primary Reviewer: 
Robert H. Ross, M.S. 

Secondary Reviewers: 
Gene Burgess, Ph.D. 

Robert H. Ross, M.S. Program Manager 

Quality Assurance: 
Angie Edmonds, B.S. 

Disclaimer 

Signature: ~~.~ 
Date: 

DEe 2 1 2012 /4E 

Signature:--""'GeJt.e'--""'-'-';;.o....'~E)......._.UA-1..;,.<~~~ 
Date: ()EG 2 7 2012 

~~~.~ 
i5ITT7 2012 

Signature: 
Date: 

Signature: 
Date: 

This review may have been altered subsequent to the contractors' signatures above. 
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• 
DATA EVALUATION RECORD 

[EPA Primary Reviewer's Name] 

STUDY TYPE: 

MRID: 

DPBARCODE: 

DECISION NO: 

SUBMISSION NO: 

SPONSOR: 

TESTING FACILITY: 

STUDY DIRECTOR: 

SUBMITTER: 

STUDY COMPLETED: 

PRODUCT PERFORMANCE: OCSSP 810.3300 
(Treatments to Control Pests of Humans and Pets) 

488758-07. D.R. Young. Application to Register 
Spinetoram 11.2% Cat: A Once Monthly Topical for the 
Prevention and Treatment of Flea Infestation on Cats and 
Kittens, Eight Weeks and Older. June 11 , 2012. 

404873 

466770 

919462 

Elanco Animal Health 
2500 Innovation Way 
Greenfield, IN 46140 

Young Veterinary Research Services 
213 South Roselawn A venue 
Turlock, CA 95380-9124 

David R. Young, D.V.M., Ph.D. 

Katherine A. Meyer 
Elanco Animal Health 

11/06/2012 
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CONFIDENTIALITY 
CLAIMS: 

GOOD LABO RA TORY 
PRACTICE: 

TEST MATERIAL: 

PROPOSED LABEL 
MARKETING CLAIMS: 

None 

The followmg it a dcWle4 dtscnplion of all diffcrcnces between the JftC1ices used in lbc &tudy 
and chose required by 40 CFR 160: 

1 The method used IOusay the Gl.P \'Chicle cootrol (EAH-FEB-12-POl}&M ICSI substanct 
(F-AH-F£B-12-003) Iota wu notfully validated before atudy illitiation. On 14 Febniary 
2012, the GLP method validation (Sll.ldy No. 68306, Method Validation for tho 
~ti11riooof I l.lV.Wllwl Spi!M:ionm land Lin Fmnulation) wu ini~andlhc lab 
phiise was completed on 30 April 2012. furthcnnorc, ABC Lab QAU completed lhe raw 
data review of !he mclbod validatloo onl5 May 2012. The method validation was in 
progms wben the material was originally uuyed and after the compklion of tbe QAU 
review the GLP CoA '1 wcte issued for bolh lots EAH-FEB-12-POI and EAH-FEB-12-003. 
These two GLP Jou were used IO validate the melhod. The final uay lQlllt oflot EAH· 
FE8-l 2>00l a&r tile mtlbod MS vatidattd did not change. 

2 Dall entty and Sl3tilliul wlysi!I of tbc dall wu pct'fonncd by ClioData ScMcea. !nc. 
wbo an: compliant with OCP (Good Cliniul Practi(ea) and HIP AA llMldmlt The dlta 
managemcnl software used is fully compliant with 21 CFR Part 11 standatds fc.- data 
111tcgrity, conJideoliality and security. The lllUtical analysis was pct'fonncd using SAS 
llOfl,,,_, wbicl. ia ~ .. IA 1oduotry llllld#d sytt=L Alt.bough CliaData Scrvic:ce 
docs 1IOC have a Qualily Ai$UllJICC unit to qualify the aclual ll'lllSformatioos pct'for.med, !he 
quality ri:view wtiich wu cooducled for this study by ClinOata Ser>-ic:e$ jlCmll!ICI wu per 
cheir local procedurec. 

3 The commt11:ial Celioe ration and the drinkin& water used lo !he 1tlJdy were D01111Al)'7.ed 
under GLP JlaDdards. 

PRODUCT NAME: Spinetoram 11.2% Cat 
EPA REGISTRATION NUMBER OR FILE SYMBOL: 
72642-RN 
ACTIVE INGREDIENT NAME: Spinetoram 
CHEMICAL NAME: Not given 
A.I. %: 11-2% 
PC CODEs: 110008 and 110009 
CAS NO.: 187166-40-1and187166-15-0 
FORMULATION TYPE: Spot on 
PRODUCT APPLICATION RA TE(S) : One tube (0.026 fl 
oz; 0.77 ml) 
ACTIVE INGREDIENT APPLICATION RATE(S): Not 
given 

Kills fleas within 8 hours. Starts killing fleas in 30 
minutes. One treatment prevents further flea infestations 
for up to 7 weeks. 

STUDY REVIEW 

Purpose: To confirm the effectiveness of 0.7 ml 11-2% in cats experimentally infested with adult 
cat fleas. 
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MATERIALS AND METHODS 

Test Location: In laboratory of Bertek, Inc., Greenbier, AR 

Test Material(s): Spinetoram 11.2%, 0. 70 ml - same as product label except test material volume 
was 0.07 ml less than label amount of 0.77 ml 

Test Species Name, Life Stage, Sex and Age: Adult cat flea (Ctenocephalidesfelis) 

Describe test containers, chambers and/or apparatus (include site description and location) 
and how experiment was conducted: Table 1 provides details on experimental animals and 
Table 2 gives the schedule of events. Cats were housed individually in cages and treated cats were 
not housed directly over control cats. Treatments were administered once topically at the base of 
the skull after parting each animal's hair. The inclusion criteria were as follows: 

• Cat were able to maintain at least 30 % of the experimental flea infestations 
applied during the pre-treatment period for ranking and alJocation. 

• Cats bad a hair coat and disposition that allowed for complete and thorough 
combing to remove all fleas during th comb counting procedure. 

• Cllt.s were in good health. 

Table 1. Animal Demographics 

Parameter Spinetor m Vehicle Control 

Animal Source+ Site Colony 8 (100.0%) 8 (100.0%) 
Breed Category+ Crossbred g (100.0%) 8 (100.0%) 
Approx. Age 8 
(months) 

Mean (SD) 103.13 (38.38) 85.50 (44.50) 
Median 101.50 70.00 
Min, Max 58.00, 184.00 36.00, 160.00 

Gender Female Intact 4 (50.04/o) 3 (37.5%) 
Female Spayed 2 (25.0%) l (12.5%} 

Male Intact l (12.5%) 3 (37.5%) 

Male Neutered l {12.5%) 1 (12.5%) 

Hair Length Short 6(75.0%) 6 (75.0%) 

Long 2 (25.0%) 2 (25.0%) 
Completed tudy 8(100.0%} 8 (HX.>.0%) 
• P-valUC$ for calet;oncal variables derived by F1shcfs Eu<:t (2·Ulll) tcst. 

P-valucs for <:011t1nuous ...,Uhles dcnvcd by analyt>is of varianc;c with lrcatmcnt u fKtor 

p-value• 

0.4106 

0.8042 

l.0000 

l.0000 

• NOTE: P-valucs for Animll ourcc a:nd Breed c.Jcgory were no1 e1lc11la~ u all utimalJ we~ obcaincd from lhc same source and 
sarncbrcod~ 
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.----------------------------------------------------------

Table 2. Schedule of Events 

Schedule of Events 
Study Day Activitie 

Receipt and/or identification of animal suitable for inclusion in study. 
-l4to~IO Begin daily general health observations of all cats. Bathe and groom cats. 

Conduct physiclll exams. 

-9 Inf est at least 20 cats with approximately l 00 fleas. 

-7 to-3 
Comb count 48 hours after infestation. Weigh cats. Allocate 16 cats to 
treatment groups. 

-1 Infest cats in both treatment groups with approximately 100 fleas. 

O(am) 
Admiuisltrr treatments in llte morning 
Post treatment Observations 

1-7 Aesthetic Observations 
2 Flea comb count 
7 Flea Infest 
9 flea comb count 
14 Flea Infest 
16 Flea comb count 
21 Flea Infest 
23 Flea comb count -
28 Flea Infest 
30 Flea comb count 
35 Flea Infest 
37 Flea comb count 

List the treatments including untreated control : 

~-• ••••·--.. ~·-m 

Study Days for Flea Infestations 
and Comb Counts 

Treatment Infestations 
Group Dose Rate (Day) Comb Counts 

0.7 ml ofSpinetoram Approximately 48 hours 

I 
11.2% (wt/wt) Topical -1 , 7, 14, 21, 28 after treatment (Study 
Formulation applied on and35 Day 2) or infestation (Study 
Study Day 0 Days 9, 16, 23, 30 and 37) 

Approximately 48 hours 

2 0.7 ml of Vehicle Control -1. 7, 14, 21 . 28 after treatment (Study 
and35 Day 2) or infestation (Study 

Days 91 16, 23. 30 and 37) 
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Number of replicates per treatment: 8 

Number of individuals per replicate: 1 

Length of exposure to treatment (time in seconds, minutes or hours): 37 days 

Were tested specimens transferred to clean containers? NA 

Experimental conditions (state relative humiditv, temperature, and photoperiod): Laboratory 
conditions with a 12: 12 light:dark cycle 

Data or endpoints collected/recorded: Live fleas counts on days 2, 9, 16, 23, 30, and 37 

Data analysis: Geometric and arithmetic mean live flea counts 

RESULTS 

As shown in Tables 3 and 4, the test product was very effective. 

Table 3. Geometric Mean Live Flea Counts and Calculated Percent Efficacy 

Count Dav Vehicle Control Spinetoram Treated % Efficacy 
Day 2 56.06 0.00 100.00 
Day9 65.46 0.00 J00.00 
Day 16 64.69 0.00 100.00 
Day 23 58.IO O.l9 99.67 
Day 30 71.18 1.39 98.05 
Dav37 67.35 2.68 96.01 

Table 4. Arithmetic Mean Live Flea Counts and Calculated Percent Efficacy 

Count Dav Vehicle Control Spinetoram Treated % Efficacy 
Day2 57.00 0.00 100.00 
Dav9 67.13 0.00 100.00 
Day 16 65.63 0.00 100.00 
Dav23 61.00 0.38 99.39 
Day 30 73.38 2.13 ?7.10 
Day37 68.25 7.13 89.56 

Study Author's Conclusions 

Excellent control of cat fleas for at least 37 days. 
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Reviewer's Conclusions 

The test material gave excellent results for up to 37 days. Control data were acceptable. No 
deviations from protocol were noted. Results for individual cats were not provided. 

Reviewer's Recommendations 

The study is acceptable and supports the label claim of one treatment prevents further flea 
infestations for up to 7 weeks. It was not intended to support the claim of fast action which is 
supported by results in MRID 48875808. 
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TASK 2 DATA EVALUATION RECORD 

STUDY TYPE: Product Performance 

MRID 488758-08. W.R. Everett. Application to Register Spinetoram 11.2% Cat: A Once 
Monthly Topical for the Prevention and Treatment of Flea Infestation on Cats and Kittens, 
Eight Weeks and Older. June 19, 2012. 

OCSSP 810.3300 (Treatments to Control Pests of Humans and Pets) 

Product Name: Spinetoram 11.2% Cat 
EPA Reg. No. or File Symbol: 72642-RN 
Decision number: 466770 
DP number: 404873 

Prepared for 
Registration Division (7505) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
Washington, DC 20460 

Prepared by 
Sumrnitec Corporation 
Task Order No.: 2-90 

Primary Reviewer: 
Robert H. Ross, M.S. 

Secondary Reviewers: 
Gene Burgess, Ph.D. 

Robert H. Ross, M.S. Program Manager 

Quality Assurance: 
Angie Edmonds, B.S. 

Disclaimer 

Signature: 
Date: DEC 2 7 2012 

Signature: G-brt£ 8t~1~4Q ~ 
Date: 0 ~ DE:G ! 7 :_~12. 0 -
Signature: ~ " \~ 

~~~~~~~~~~ 

Date: DEC 2 7 2012 

Signature: {)n~ Ed1fltJr/<J 
Date: DEC 2 7 2011 

This review may have been altered subsequent to the contractors' signatures above. 

Summitec Corp. for the U.S. Environmental Protection Agency under Contract No. EP-W-11-014 
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DATA EVALUATION RECORD 

[EPA Primary Reviewer's Name] 

STUDY TYPE: 

MRID: 

DPBARCODE: 

DECISION NO: 

SUBMISSION NO: 

SPONSOR: 

TESTING FACILITY: 

STUDY DIRECTOR: 

SUBMITTER: 

STUDY COMPLETED: 

PRODUCT PERFORMANCE: OCSSP 810.3300 
(Treatments to Control Pests of Humans and Pets) 

MRID 488758-08. W.R. Everett. Application to Register 
Spinetoram 11.2% Cat: A Once Monthly Topical for the 
Prevention and Treatment of Flea Infestation on Cats and 
Kittens, Eight Weeks and Older. June 19, 2012. 

404873 

466770 

919462 

Elanco Animal Health 
2500 Innovation Way 
Greenfield, IN 46140 

Bertek, Inc. 
104 Wilson Bottoms Road 
Greenbier, AR 72058 

William R. Everett, Ph.D. 

Katherine A. Meyer 
Elanco Animal Health 

19/06/2012 
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CONFIDENTIALITY 
CLAIMS: 

GOOD LABORATORY 
PRACTICE: 

TEST MATERIAL: 

PROPOSED LABEL 
MARKETING CLAIMS: 

None 

The following is a detailed description of all differences between the practices used in the 
study and those required by 40 CFR 160: 

I. The commercial animal ration used in the study was uol analy.r.ed for specific 
contamtnants because none were expected. 

2. The drinlung water uwl in the study was not analyud foT ,petific C'A>11taminant 
because none were expected. This was potable water obtaioed from lhe local 
public water supply. The water is routinely analyzed by the local water authority 
for suitability as drinking water. 

3. The method used to assay the GLP vehicle control (EAH-FEB-12-POI) and test 
substance (EAIHEB-12.003) lots was ool fully validated before study initiation. 
On 14 February 2012, the GLP method validation (Study No. 68306, Method 
Va.lida11on for !he Quancitarion of 11.2% Wfiwt Spinetoram J aad L in 
Fonnulation) was initialed and the lab phase was completcd on 30 April 2012. 
FW1hermore, ABC I.ab QAU complctcd lhe l'llW data review of the method 
validation on 15 May 2012. The method Vlllidation was in progress when the 
material was oriiinally assayed and after the completion of lhe QAU review the 
GLP CoA's were issued for both lots EAH-FEB-12-POl and EAH-FEB-12.003. 
These two GLP lots were used to validate the method. The final assay result of 
lot EAH·FEB-12.003 after the method was validated did not change. 

PRODUCT NAME: Spinetoram 11.2% Cat 
EPA REGISTRATION NUMBER OR FILE SYMBOL: 
72642-RN 
ACTIVE INGREDIENT NAME: Spinetoram 
CHEMICAL NAME: Not given 
A.I. %: 11.2% 
PC COD Es: 110008 and 110009 
CAS NO.: 187166-40-1and187166-15-0 
FORMULATION TYPE: Spot on 
PRODUCT APPLICATION RA TE(S) : One tube (0.026 fl 
oz; 0.77 ml) 
ACTIVE INGREDIENT APPLICATION RATE(S): Not 
given 

Kills fleas within 8 hours. Starts killing fleas in 30 
minutes. One treatment prevents further flea infestations 
for up to 7 weeks. 
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STUDY REVIEW 

Purpose: To confirm the speed of kill and effectiveness of 0.7 ml 11.2% in cats experimentally 
infested with adult cat fleas up to 44 days post treatment. 

MATERIALS AND METHODS 

Test Location: In laboratory of Bertek, Inc., Greenbier, AR 

Test Material(s): Spinetoram 11.2%, 0. 70 ml - same as product label except test material volume 
was 0.07 ml less than label amount of 0.77 ml 

Test Species Name, Life Stage, Sex and Age: Adult cat flea (Ctenocephalidesfelis) 

Describe test containers, chambers and/or apparatus (include site description and location) 
and how experiment was conducted: Male and female mixed breed short hair cats weighing 4.8 
to 13 .1 lbs and who were > 7 months as of Day 0 were used. Table 1 gives the schedule of events. 
Cats were housed individually in cages and treated cats were not housed directly over control cats. 
Treatments were administered once topically at the base of the skull after parting each animal's 
hair. The inclusion criteria were as follows: 

. • Cats were able to maintain at least 30 % of the experimental flea infestations 
applied during the prc--trcatmcnt period for ranking and allocation. 

• Cats had a hai.r coat and disposition that allowed for complete and thorough 
combing to remove all fleas during the comb counting procedure. 

• Cats were: in good health. 
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Table 1. Schedule of Events 

Schedule of Events 
Studx Day Activities 

Receipt and/or identification of animals suitable for inclusion in study. Begin 
- 14 daily general health observations of all cats . Comb out and bathe each cat with 

non-insecticidal shampoo ---JJ Conduct phy~ical exams. 

-9 Inf est 54 cats with aooroximatety I 00 fleas . 
-7 Comb count 48 hours af\er infest. Weigh cats. 
-6 Allocate 48 cat<; to treatment groups. 
- t Infest all cats with aooroximately JOO fleas. 
0 Administer treatments (complete Treatment Dosina Record) 

O ~lus 0.3 hr. Comb count cats in Treatment Groups l and 5. 
0 olus 4 hr. Comb count cats in Treatment Groups 2 and 6. 
O plus 8 hr. Comb count cats in Treatment Groups 3 and 7. 
0 plus 12 hr. Comb count cats in Treatment Groups 4 and 8. 

1-7 Aesthetic Observations 
7 Infest cat'i in all tTe.atment groups with aooroximately I 00 fleas. 

'I olus O. ~ hr. <..:omb count cats in ·1 reatmcnt Groups I and 5. 
7 plus 4 hr. Comb count cats i.n Treatment Groups 2 and 6. 
7 plus 8 hr. Comb count catc; in Treatment Groups 3 and 7. --7 plus 12 hr. Comb count cats in Treatment Groups 4 and 8. --14 Infest cat<; in all treatment aouns with aonroximarely 100 fleas. 

14 olus 0.5 hr. Comb count cats in Treatment Groups l and 5. 
14 plus 4 hr. Comb count cats in Treatment Groups 2 and 6. 
14 plus 8 hr. Comb count cats in Treatment Groups 3 and 7. 

14 plus 12 hr. Comb count cats in Treatment Groups 4 and 8. 
21 Infest cats in all treatment £COUPS with approximately J 00 fleas. 

21 plus 4 hr. Comb count cats in Treatment Groups 2 and 6. 
21plus8 hr. Comb count cats in Treatment Groups 3 and 7. 

21 plus 12 hr. Comb count cats in Treatment Groups 4 and 8. 
21 plus 24 hr. Comb count cats in Treatment Groups I and 5. 

28 Infest cats in all treatment itrouos with aonroximately I 00 fleas. 
28 plus 4 hr. Comb count cat.c; in Treatment Groups 2 and 6. 
28 plus 8 hr. Comb count cats in Treatment Groups 3 and 7. 

28 plus 12 hr. Comb count cats in Treatment Groups 4 and 8. 
28 plus 24 hr. Comb count calc; in Treatment Groups 1 and 5. 

35 Inf est cats in all treatment groups with aooroximately I 00 fleas. 
35 plus 4 hr. Comb count cats in Treatment Groups 2 and 6. 
35 plus 8 hr. Comb count cats in Treatment Groups 3 and 7. 

35 plus 12 hr. Comb count cats in Treatment Groups 4 and 8. 
36 (35 plus 24 hr.} Comb count cats in Treatment Groups l and 5. 

42 Infest cats in all treatment groups with approximately l 00 fleas. 
42 plus 8 hr. Comb count cats in Treatment Groups 3 and 7. 

42 plus 12 hr. Comb count cats in Treatment Groups 4 and 8. 
43 (42 plus 24 hr.) Comb count cats in Treatment Groups land 5. 
44 (42 plus 48 hr.) Comb count cats in Treatment Groups 2 and 6. 
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List the treatments including untreated control : 

Study Days for Flea Infestations 

Treatment and Comb Counts* 
Group Dose Rate Infestations Comb Counts 

I (Trt. 
0. 7 ml of Spinetorarn -1 7, 14 21, 0.5 hour (+l 5min) after Day 0 

Code II) 
11.2% (w/w) applied on 28.35.and treatment and 24 hours ( 30 
Study DayO 42 min) after Day 42 infe ration 

2 (Trt. 
0.7 m) ofSpinctoram -1, 7, 14. 21 4 hour (±30 min) after Day 0 

Code ) 
11.2% (w/w) applied on 28, 35, and treatment and 48 hours ( 30 
Study DayO 42 min) after Day 42 infestation 

3 (Tn. 
0.7 ml ofSpinctoram - l . 7, 14, 21 8 hours (.i.30 min) after Day 0 

Code F) 
11.2% (w/w) applied on 28, 35,and treatment and Day 42 
Study Day 0 42 infe. talion 

4 (Trt. 
0.7 ml ofSpinctoram -1, 7, 14, 21. 12 hours (±30 min) after Day 0 

Code D) 
l l .2% (w/w) applied on 28, 35, and treatment and Day 42 
Study OayO 42 info tation 

5 (Trt. 0.7 ml of Vehicle Control 
-1, 7 14, 21, 0.5 hour ( 15min) after Day 0 

Code G) applied on Study Day 0 
28,35,and treatment and 24 hours (±30 

42 min} after Day 42 infestation 

6 (Trt. 0. 7 ml of Vehicle Control 
-1, 7, 14, 21, 4 hours (±30 min) after Day 0 

Code E) applied on Study Day 0 
28, 35, and treatment and 48 hours ( t30 

42 min} after Day 42 infestation 

7 ('fn. 0.7 ml of Vehicle Control 
-1. 7, 14, 21, 8 hours ( 30 min) after Day 0 

Code A) applied on Study Day 0 
28, 35, and treatment and Day 42 

42 infestation 

8 (Trt. 0.7-ml ofVchicle Control 
-1, 7, 14, 21, 12 hours (±30 min) after Day 0 

Code B) applied on Study Day 0 28,35,and treatment and Day 42 
42 infestation 

"'J'liis 1n1cnm rq><>n only mcludes result~ f0t Oay O and Day .:4 tlca ccmb couriu:. 

Number of replicates per treatment: 6 

Number of individuals per replicate: 1 

Length of exposure to treatment (time in seconds, minutes or hours): 44 days 

Were tested specimens transferred to clean containers? NA 

Experimental conditions (state relative humidity, temperature, and photoperiod): Laboratory 
conditions with a 12:12 light:dark cycle 

Data or endpoints collected/recorded: Live fleas counts at 0.5, 4, 8, and 12 hours and on Day 0 
and Day 44 

Data analysis: Mean (geometric) live flea counts 

6 

107 



• 
RESULTS 

As shown in Tables 2 and 3, the test product was very effective with > 90% kill at 8 hours which 
continued to Day 44. 

Table 3. Day 0 Geometric Mean Live Flea Counts and Calculated Percent Efficacy 

Flea Comb Geo. Mean 
Treatment Count Timing Live Flea % Efficacy 

Group Dose Rate Post-Treatment Count (GM) 

I (Tn. Code H} 
0.7 ml of 

0.5 hour 64.0 14.6 
Spinctonun -

5 (Trt . Code G) 
u.1 ml of 

0.5 hour 74.9 A 
Control - I'-

2 (Trt. Code C) 
0.7 ml of 

4 hours 59.8 20.J 
Spinecoram 

6 (Trt. Co<le E) 
0.7 ml of 

4 hours 74.9 NA 
Control 

3 (Trt . Code fj 
0 .7 ml of 

8 hours 3.l 95.3 
Spinetoram 

7 (Trt. Code A) 
0.7 ml of 

8 hours 66. 7 NA 
Control 

4 (Trt. Code D) 
0.7 ml of 

12 hours 0.0 JOO Spinetoram 

8 (Tn . ode 8 ) 
0.7 ml of 

12 hours 80.7 NA 
Control 

Table 4. Day 44 Geometric Mean Live Flea Counts and Calculated Percent Efficacy 

Flea Comb Geo. Mean 
Treatment Count Timlog Live Flea % Efficacy 

GrouD Dose Rate Post-Treatment Count (GM} 

2 (Trt. Code C) 
0.7 ml of 

48 hours 1.9 97.S 
Spinetoram 

6 (Trt. ode E) 
0.7 ml of 

48 hours 74.7 NA 
Control 

Study Author's Conclusions 

The test material starts killing fleas within 30 minutes after treatment and achieved > 95% 
efficacy by 8 hours and continued to provide excellent control for at least 44 days. 

Reviewer's Conclusions 

The test material provides fast acting flea control which continued through Day 44. Control data 
were acceptable. No deviations from protocol were noted. Results for individual cats were not 
provided. 
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Reviewer's Recommendations 

The study is acceptable and supports the fast action label claims as well as one treatment prevents 
further flea infestations for up to 7 weeks. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

OFFICE OF PESTICIDE PROGRAMS 
REGISTRATION DIVISION (750SP) 

72642-RN: Similarity to 72642-9 and DER for MRID 48875805 (pilot companion animal (8-
week-old kittens] safety study with solvents) 

December 27, 2012 

MEMORANDUM: 

Subject: 

From: 

Name of Pesticide Product: 
EPA Reg. No. /File Symbol: 
DP Barcode: 
Decision No: 
Action Code: 
PC Code: 

SPINETORAM 11.2% CAT 
72642-RN 
404877 
466770 
R310 
110009 (Spinetoram, minor component) 
110008 (Spinetoram, major component) 

Byron T. Backus, Ph.D. , Toxicologist 
Technical Review Branch 
Registration Division (7505P) 

(3~(3~ 
11 i, '1 1,...o l 1-
V c.-.,;:.. • I 

To: Samantha Hulkower/Mark Suarez RM 13 
Insecticide Branch 
Registration Division (7505P) 

~~' 
,-. L . {oy..rcou:xPj 

Registrant: ELANCO ANIMAL HEALTH 

FORMULATION FROM LABEL: 

Active lngredient(s): 
110008 & 110009 Spinetoram (CAS# 187166-40-1 & 187166-15-0) 
Other Ingredient(s): 

Total: 

by wt. 
11 .2% 
88.8% 

100.0% 

ACTION REQUESTED: "Please review the acute tox data submitted to support the registration of a 
new cat spot on product. This product is substantially similar to 72642-9. MRID 48875803 is also 
being cited ... [for the companion animal dataJ." 

1 

110 



BACKGROUND: The material received includes a cover letter (dated June 28, 2012) from the 
registrant in which it is stated that this is a me-too topical product containing spinetoram to control 
flea infestations on cats and kittens eight weeks and older. The product specified as similar is EPA 
Reg. No. 72642-9 (which has a label declaration of 39.6% spinetoram). The material also includes a 
label (which indicates the proposed product is packaged in 0.77 mL applicators), a CSF and citations 
to MRIDs 48875803 and 48875805. MRID 48875805 consists of a pilot study (not a full companion 
animal safety study) in 8-week-old kittens utilizing 3 formulations that consisted of combinations of 
solvents (but no active ingredient). 

COMMENTS AND RECOMMENDATIONS: 

1. In the identification of the control substances in the pilot topical study (page 3 of the confidential 
attachment to MRID 48875805) the percentages of the [inert] ingredients for each of the three 
formulations are not reported, and, for formulations A and C, the second ingredient is not fully 
indicated (since the ingredients reported for formulation B appear to at least partially correspond 
with what is present in 72642-RN, we can consider the study in MRID 48875805 as partially 
relevant). 

2. EPA Reg. No. 72642-9 has a label declaration of 39.6% spinetoram, while EPA File Symbol 
72642-RN has a label declaration of 11.2% spinetoram. EPA Reg. No. 72642-9 is packaged in 
0.019 fl. oz. (0.57 mL) applicators, which will deliver 0.5 mL of the formulation; 72642-RN will 
be in 0.026 fl. oz. (0.77 mL) applicators [which would presumably deliver approximately 0.7 mL 
of the formulation]. As noted on page 6 of MRID 48875803 the amount of spinetoram applied to 
each cat or kitten will be reduced from 210 mg to approximately 90 mg. 

3. After comparing the CSFs for 72642-9 and 72642-RN, TRB concludes that the companion animal 
(cat and 8-week-old kitten) safety studies in MRIDs 47899910, 47899911 and 47899912 (with 
additional data in MRID 48161301) used to support the registration of 72642-9 will also support 
the use of 72642-RN on cats and kittens (8 weeks old and older), taking into consideration the lack 
of significant adverse effects in a pilot topical study (MRID 48875805) in 8-week-old kittens. 
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EPA Reviewer: Byron T. Backus, Ph.D. 
Risk Manager (EPA): 13 

Date: December 27, 2012 

The following table is the Data Evaluation Record (DER) for the pilot topical companion animal 
safety study in 8 week old kittens in MRID 48875805: 

1. DP BARCODE: 404877 
2. PC CODES: n.a. (study used inert ingredients) 
3. CURRENT DATE: December 27, 2012 
4. TEST MATERIALS: Combinations of [possible?] solvents for a spinetoram spot-on for 
cats/kittens. 
Study/Species/Lab MRID Results Tox Core 
Study# /Date Cat Grade 
Companion animal safety I 8- 48875805 There were six groups, each n/a s 

week old kitten consisting of2M & 2F 8 week old 
MPI Research Inc., Mattawan, kittens, and 3 formulations (each a 

MI mixture of solvents). On Day 1, 
Lab. Study No. 130-256 I Group 1 was tested at IX (0.8 mL) 

February 2, 2012 with formulation A; Group 2 was 
OCSPP 870.7200 tested with 5X (4.0 mL) 

formulation A; Group 3 with IX of 
formulation B; Group 4 with 5X of 
formulation B; Group 5 with IX of 
formulation C and Group 6 with 
5X of formulation C. Kittens were 
observed for 7 days. Ataxia was 
observed in one Group 2 kitten 
(5XA) at -1 hour after treatment. 
Salivation was observed - 15 
minutes postdose in two kittens in 
the Group 4 (5XB) and white 
frothy emesis was seen in one lXA 
female -15 minutes postdose. 
Scratching of the application site 
was observed during the first 3 
hours following dosing in some 
kittens in 5XA, IXC and 5XC. 
There were no mortalities or other 
effects. 

Core Grade Key: A =Acceptable, S =Supplementary, U =Unacceptable, D =Data Gap 
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UNITED ST A TES ENVIRONMENTAL PROTECTION AGENCY 
WASIDNGTON, D.C. 20460 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

OFFICE OF PESTICIDE PROGRAMS 
REGISTRATION DJYISION (7505P) 

DP BAR CODE NO.: 404875 EPA File Symbol NO.: 72642-RN DECISION NO.: 466770 
PC Code(s): 110009,110008 ACTION CODE: R310 
FOOD Use: No 

DATE OUT: 

SUBJECT: 

FROM: 

December 27, 2012 

End Use Product Chemistry Review 
Product Name: Spinetoram 11 .2% Cat 

Hari Mukhoty 
Product Chemistry Team 
Technical Review Branch I Registration Division (7505P) 

TO: Samantha Hulkower, CRM I Mark Suarez PM - 13 
Insecticide Branch I Registration Division (7505P) 

Company Name: Elanco Animal Health. 
Formulation Type: Not provided by Registrant 

INTRODUCTION: 

The registrant has submitted one basic CSF (Dated: 12/06/2012) and proposed a product specific label for the 
registration of the aforesaid product under EPA File Symbol No. 72642-RN. The registrant submitted product 
chemistry data under MRID(s): 488758-01 ; and -02. 

TRB has been requested to evaluate the product chemistry data required for registration of the proposed basic 
product. 

SUMMARY OF FINDINGS: 

1. Name of Active lngredient(s): Spinetoram (11 .2%) [Two forms: Jform - CAS # 187166-40-1 & L form -
187166-15-0] 

2. Has the registrant claimed substantial similarity to registered product? 
[ X ] Yes [ ] No [ ] NA If yes: EPA Reg . No. 72642-9 

3. The source material(s) of the active ingredient(s) is/are registered with the Agency. 

4. All inert ingredients have been screened by llAB on 07 /10/2012 and have been approved for non-food use. 

5. The CSF of the proposed basic has been filled out completely but not correctly. 
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DP BAR CODE NO.: 404875 EPA File Symbol NO.: 72642-RN DECISION NO.: 466770 
PC Code(s): 110009,110008 ACTION CODE: R310 
FOOD Use: No 

6. Confidential Statement of Formula(s) : 

[X] Basic -
[ J Alternate 

Dated: 06/12/2012 
Dated: 

re-submitted - Dated: NA 
re-submitted: Dated: NA 

Alternate CSF(s) complies with 40CFR §152.43: [ ] Yes [ ] No NA [ X ]. Alternate CSF is not 
acceptable for other changes needed to become acceptable. 

7. Product label 

a. Ingredient statement: Nominal concentration of Al listed on CSF(s) concur with product label (PR 
Notice 91-2) 

[ X J Yes 

Is the sub statement in compliance with PR Notice 97-6? 

[ X ] Yes [ ] No - Uses the term "Other lng·redients" 
, if not, explain below: 

Metallic equivalent: [ ] Yes [ X ] NA 
Soluble arsenic: [ ] Yes [ X] NA 
Isomeric ratios: [ ] Yes [ X] NA Spinetoram is a fermentation product containing two closely 

related active ingredients: XDE-175-J and XDE-175-L (3:1 ratio (J : L). 
Acid equivalent: [ ] Yes [ X] NA 

b. Health related sub statements: 

Petroleum distillate at> 10%: [ ] Yes [ ] No [ X] NA 
Methanol at> 4%: [ ] Yes [ ] No [ X ] NA 
Sodium Nitrate I Sodium Nitrite [ ]Yes [ ] No [ X] NA 

c. Physical chemical hazard statement: Product label requires a statement per 40 CFR §156.78 for: 
flammability, explosive potential or electric insulator breakdown? 

[ ] Yes [ X J No 

Total Release Fogger PR Notice 98-6 (40 CFR 156.78 d): [ ] Yes [ ] No [X ] NA 

d. Label requires an additional Storage and Disposal statement: [ ] Yes [ X ] No 

Final decision of overall label acceptance will be made by the PM. 
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DP BAR CODE NO.: 404875 EPA File Symbol NO.: 72642-RN DECISION NO.: 466770 
PC Code(s): 110009,110008 ACTION CODE: R310 
FOOD Use: No 

8. Group A: Product Chemistry Data 

TRB's determination of the acceptability of the data for the proposed product is listed in the 
tables below. 

Data submitted 
Guideline TRB's 

No. Study Title Assessment MRID Nos. 
of Data 488758-02 Yes No 

Product Identity & Composition G " 
830.1550 x 

Description of materials used to G " 
830.1600 produce the product x 

Description of formulation " 
830.1650 process x G 

Discussion on the formation of " .. 
830.1670 impurities x G ·. 

830.1700 Preliminary analysis NR 
Standard certified 
Limits CSF dated 

Certified 06/12/2012 
limits 
(158.350) Justification for 

830.1750 wider limits x Not provided 
Enforcement analytical method # 

830.1800 x A** 488758-02 

A= Acceptance, NR = Not Required, G = Data Gap, 
W =Waiver Request, I= In Progress, NA= Not Acceptable 
#Analytical Method: HPLC using UV detector set at 250 nm. ** Validation was performed for 

precision, linearity and accuracy. 
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DP BAR CODE NO.: 404875 EPA File Symbol NO.: 72642-RN DECISION NO.: 466770 
PC Code(s): 110009,110008 ACTION CODE: R310 
FOOD Use: No 

9. Group B: 

Guideline Study Title Value or Qualitative TRB's 
No. Description Assessment 

of Data 

830.6303 Physical State Liquid A 

Flash Point is 111 .1° c 
830.6315 Flammability (231.8° F) A 

Contains no explosive 
830.6316 Explodability component A 

6.50 & water used had a pH 
830.7000 pH of 5.74 A 

830.7300 Density 1.1621 g/ml A 

A = Acceptance, N = Not Acceptable, G = Data Gap, W = Waiver request, 
NA = Not applicable, I = In progress. 

CONCLUSIONS: 

MRID Nos. 
488758-01 

" 

" 

" 

" 

" 

1. TRB has reviewed the CSF (dated: 12/06/2012) for the proposed basic and has found it to be unacceptable 
because (a) no Group A data, with the exception of enforcement analytical method used and validation data, 
have been provided to TRB. The CSF is attached with this review and can be located in OPPIN CHEM DOCS. 

2. Substantial similarity between the proposed product and the cited product (EPA Reg. No. 72642-9) shall be 
determined when the proposed product becomes acceptable. 

3. No Group A data, with the exception of enforcement analytical method used and validation data, have been 
provided to TRB. TRB did contact the applicant over the phone and did not receive any response. Group B 
data, with the exception of Storage stability (830.6317) and Corrosion Characteristics (630.s.320) are satisfied 
and acceptable. 

4. The registrant must generate one year storage stability (830.6317) and corrosion characteristics (830.6320) 
data on the proposed product. It is required that the observations be made at 0, 3, 6, 9, and 12 month intervals. 
The results must be submitted to the Agency in electronic and hard copy format. 

5. The proposed label was screened as it pertains to the product chemistry requirements. The PM should get 
the "Formulation Type" from the registrant. The preferred site would be on the proposed label under "Direction 
to Use". The final review of the proposed label and uses are the purview of the PM team. 
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RE: Follow up on EPA file symbol number 72642-RN 
Katherine E Vannatta 
to: 
Mark Suarez, Driss Benmhend 
01/04/2013 10:29 AM 
Cc: 
Joseph R Winkle, Aaron Edward Johnson, Katherine A Meyer 
Hide Details 
From: Katherine E Vannatta <vannatta _ katherine _ e@elanco.com> 

To: Mark Suarez/DC/USEP A/US@EPA, Driss Benmhend/DC/USEP A/US@EP A 

Page 1of4 

Cc: Joseph R Winkle <winklejoseph_r@elanco.com>, Aaron Edward Johnson 
<ajohnson@elanco.com>, Katherine A Meyer <meyer _ katherine _ a@elanco.com> 

1 Attachment 

.· ..... 

image002.gif 

Mark-
Thank you for your note. 

As we've returned from our winter break, we realized Katie received some questions from the product 
chemistry reviewer that are still unresolved. We believe he has returned his review as "rejected" with 2 
outstanding issues. 1) Related to the certified limits and needing a justification for being outside the normal 
range provided in the CFR and 2) needing a statement that no chemical reaction is taking place during the 
formulation process, so that the formula does not differ from the composition of formula. 

We do not understand the reviewer's first concern as we have double checked the certified limits provided on 
the CSF; we believe it may be due to interpretation on the rounding of the+/- 5% on the active ingredient. We 
would be happy to fix this and send you a revised CSF if this is the case. We also can provide the statement 
requested relative to the formulation. Please let me know how we ,can either address these items now so the 
review and registration can continue on-time, or how we might be able to quickly address these issues as part of 
the conditional registration. 

Please do not hesitate to contact me if you have questions or concerns. 

Kathy 
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Kathy Vannatta 
Senior Director 
Companion Animal Product Development 
Office 317-277-3362 
Mobile 317-997-0188 

Page 2 of4 

CONFIDENTIALITY NOTICE: This e-mail message from Elanco Animal Health (including all attachments) is for 
the sole use of the intended recipient(s) and may contain confidential and privileged information. Any 
unauthorized review, use, disclosure, copying , or distribution is strictly prohibited. If you are not the intended 
recipient, please contact the sender by reply e-mail and destroy all copies of the original message. 

From: Suarez.Mark@epamail.epa.gov [mailto:Suarez.Mark@epamail.epa.gov] 
Sent: Monday, December 31, 2012 11:10 AM 
To: Katherine E Vannatta 
Subject: Re: Follow up on EPA file symbol number 72642-RN 

Kathy, 

Thank you for letting us know what constraints you are ·facing. We certainly appreciate that you , and other 
registrants, face deadlines that hinge upon our decisions. The PRIA due date is 20 January 2013. As that is a 
Sunday, a regulatory decision (barring negotiating a new PRIA due date) will be made on or before 18 January 
2013. Providing an electronic copy of the SAL should not be a problem. 

Regards, 
Mark 

Mark E. Suarez, Product Manager 13 
Insecticide Branch 
Registration Division (7505P) 
Office of Pesticide Programs 
Environmental Protection Agency 
1200 Pennsylvania Avenue, NW 
Washington , DC 20460 

(703)305-0120 
suarez.mark@epa.gov 

Katherine E Vannatta ---12/19/2012 .05:55:47 PM--Mark and Driss- I wanted to follow up on some email 
correspondences between you and my colleague, Ms 

From: Katherine E Vannatta <vannatta_katherine_e@elanco.com> 
To: Driss Benmhend/DC/USEPA/US@EPA, Mark Suarez/DC/USEPA/US@EPA 
Cc: Joseph R Winkle <winklejoseph_r@elanco.com>, Cory T Herr <herr_cory_t@elanco.com> 
Date: 12/19/2012 05:55 PM 
Subject: Follow up on EPA file symbol number 72642-RN 
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Page 3 of 4 

Mark and Driss-

I wanted to follow up on some email correspondences between you and my colleague, Ms Katie Meyer regarding the 
ongoing review of application 72642-RN . Katie is out of the office with the upcoming winter break. We appreciate all that 
EPA is going to prioritize the completion of the review of our application and requesting that the scientific reviews be given 
priority. We recognize that you cannot commit to a timeframe earlier than the PRIA date, but were hoping you could clarify 
the official PRIA date. By our calculation it would be late January or early February. We are seeking clarification, not only for 
the planning purposes of our client owned study that Katie mentioned in her email, but also for planning on the 
manufacture of the end product. The current manufacturing site has notified us that they will no longer manufacture our 
product after March 1 and as you can imagine we are working with them closely to ensure the manufacturing and the 
appropriate labeling of the product so we can conduct the study and meet the anticipated commercial needs for 2013. With 
registration expected in the late January/early February timeframe, this is a very tight timeline. 

Therefore, we have 2 requests of EPA 
1) Can you share with us the PRIA due date? 
2) As soon as the stamped EPA label is available if it could be faxed or emailed to us so we do not lose unnecessary 
time awaiting it via post office mai l? You may forward the stamped label directly to me, my contact information is 
listed below. 

If you feel a short phone call is merited, we'd be available still before the end of the year or right after the new year. 
Please don't hesitate to contact me with any questions or concerns. 

Thank You! 
Kathy 

Kathy Vannatta 
Senior Director 
Global Companion Animal Product Development 
Office 317-277-3362 
Mobile 317-997-0188 
Fax 317-277-4755 

CONFIDENTIALITY NOTICE: This e-mail message from Elanco Animal Health (including all attachments) is for 
the sole use of the intended recipient(s) and may contain confidential and privileged information. Any 
unauthorized review, use, disclosure, copying , or distribution is strictly prohibited. If you are not the intended 
recipient, please contact the sender by reply e-mail and destroy all copies of the original message. 

*********************** ATTACHMENT NOT DELIVERED ******************* 

This Email message contained an attachment named 
imageOOl. jpg 
which may be a computer program. This attached computer program could 
contain a computer virus which could cause harm to EPA's computers, 
network, and data. The attachment has been deleted. 

This was done to limit the distribution of computer viruses introduced 
into the EPA network. EPA is deleting all computer program attachments 
sent from the Internet into the agency via Email. 
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., .. . . Page 4of4 

If the message sender is known and the attachment was legitimate, you 
should contact the sender and request that they rename the file name 
extension and resend the Email with the renamed attachment. After 
receiving the revised Email, containing the renamed attachment, you 
can 
rename the file extension to its correct name. 

For further information, please contact the EPA Call Center at 
(866) 411-4EPA (4372). The TDD number is (866) 489-4900. 

*********************** ATTACHMENT NOT DELIVERED 
*********************** 

*********************** ATTACHMENT NOT DELIVERED ******************* 

This Email message contained an attachment named 
imageOOl. jpg 

which may be a computer program . This attached computer program could 
contain a computer virus which could cause harm to EPA's c~mputer~, 
network, and data . The attachment has been deleted. 

This was done to limit 
into the EPA network. 
sent from the Internet 

the distribution of computer v iruses introduced 
EPA is deleting all computer program attachments 
into the agency via Email . 

If the message sender is known and the attachment was legitimate, y ou 
should contact the sender and request that they rename the file name 
extension and resend the Email with the renamed attachment. After 
receiving the revised Email, containing the renamed attachment, y ou can 
rename the file e x tension to its correct name. 

For further information, please contact the EPA Call Center"'at 
(866) 411-4EPA (43 72). The TDD number is (866) 489 - 4900. 

*********************** ATTACHMENT NOT DELIVERED *********************** 
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DATA PACKAGE BEAN SHEET 
Date: 28-Aug-2012 

Page 1 of 2 

* * * Registration Information * * * 

Registration: 72642-RN -SPINETORAM 11.2% CAT 

Decision #: 466770 

DP #: (404877) 

PRIA 

Parent DP#: 

Submission #: 921585 

E-Sub#: 

Company: 72642 - ELAN_C_O_A_N_l_MA_ L_H_EA_ L_T_H _________________ _ 

Risk Manager: RM 13 - Mark Suarez - (703) 305-0120 Room# PY1 S-7246 

Risk Manager Reviewer: Samantha Hulkower SHULKOWE 

Sent Date: 03-Aug-2012 PRIA Due Date: 20-Jan-2013 Edited Due Date: 

Type of Registration: Product Registration - Section 3 

Action Desc: (R310) NEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMISl 

Ingredients: 110009, Spinetoram (minor component (4-methyl))(O%) 

110008, Spinetoram (major component (4,5-dihydro))(O%) 

* * * Data Package Information * * * 

Expedite: 0 Yes • No Date Sent: 28-Aug-2012 

DP Ingredient: 110008, Spinetoram (major component (4,5-dihydro)) 

110009, Spinetoram (minor component (4-methyl)) 

DP Title: Companion animal data for new spot on 

CSF Included: e Yes 0 No Label Included: e Yes 0 No Parent DP#: 

Assigned To Date In Date Out 

Due Back: 

Organization: _R_D_l_T_R_B _______ _ Last Possible Science Due Date: 21-Dec-2012 -----
Team Name: TOX ----------- Science Due Date: -----

Reviewer Name: Sub Data Package Due Date: ____ _ 

Contractor Name: 
----------~ 

* * * Studies Sent for Review * * * 
Printed on Page 2 

* * * Additional Data Package for this Decision * * * 
Can be printed on its own page 

***Data Package Instructions*** 
Please review the acute tox data submitted to support the registration of a new cat spot on product. This product is substantially similar to 
72642-9. MRID 48875803 is also being cited for the acute tox data. 
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DP#: (404877) 
MRID ---~Mc=cR=-1=-=o""'s""'t,..atc-u-s-'-----. 

48875800 

48875803 

48875803 

48875803 

48875803 

48875803 

48875803 

48875805 

Page 2 

* * * Studies Sent for Review • • * 

Citation Reference 

Elanco Animal Health (2012) Submission of 
Product Chemistry, Toxicity and Efficacy Data 
in Support of the Application for Registration of 
Spinetoram 11 .2% Cat. Transmittal of 8 
Studies. 

Guideline 

Decision#: (466770) 

86-5 Status 

Pass (14-Aug-2012) 

Winkle, J. (2012) Bridging Rationale: 870.1200/Acute dermal toxicity Pass (19-Jul-2012) 
Companion Animal Safetyrroxicology. 
Unpublished study prepared by Elanco Animal 
Health. 33p. 
Winkle, J. (2012) Bridging Rationale: 
Companion Animal Safetyrroxicology. 
Unpublished study prepared by Elanco Animal 
Health. 33p. 
Winkle, J. (2012) Bridging Rationale: 
Companion Animal Safetyrroxicology. 
Unpublished study prepared by Elanco Animal 
Health. 33p. 
Winkle, J. (2012) Bridging Rationale: 
Companion Animal Safetyrroxicology. 
Unpublished study prepared by Elanco Animal 
Health. 33p. 
Winkle, J. (2012) Bridging Rationale: 
Companion Animal Safetyrroxicology. 
Unpublished study prepared by Elanco Animal 
Health. 33p. 
Winkle, J. (2012) Bridging Rationale: 
Companion Animal Safetyrroxicology. 
Unpublished study prepared by Elanco Animal 
Health. 33p. 
Lloyd, Z. (2012) Companion An imal Safety: 
Control Substances: A Pilot Topical Study in 
8-Week Old Kittens. Project Number: 
130/256. Unpublished study prepared by MPI 
Research , Inc. 129p. 

870.1300/Acute inhalation 
toxicity 

870.2400/Acute eye irritation 

870.2500/Acute dermal 
irritation 

870.2600/Skin sensitization 

870.7200/Companion animal 
safety 

870.7200/Companion animal 
safety 

Pass (19-Jul:2012) 

Pass (19-Jul-2012) 

Pass (19-Jul-2012) 

Pass (19-Jul-2012) 

Pass (19-Jul-2012) 

Pass (19-Jul-2012) 
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DATA PACKAGE BEAN SHEET 
Date: 28-Aug-2012 

Page 1 of 2 

* * * Registration Information * * * 

Registration: 72642-RN -SPINETORAM 11.2% CAT 

Company: 72642 - ELANCO ANIMAL HEAL TH 

Risk Manager: RM 13 - Mark Suarez - (703) 305-0120 Room# PY1 S-7246 

Risk Manager Reviewer: Samantha Hulkower SHULKOWE 

Sent Date: 03-Aug-2012 PRIA Due Date: 20-Jan-2013 

Type of Registration: Product Registration - Section 3 

Decision #: 466770 

DP#: (404876) 

PRIA 

Parent DP#: 

Submission #: 921585 

E-Sub#: 

Edited Due Date: 

Action Desc: (R310) NEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMISl 

Ingredients: 110009, Spinetoram (minor component (4-methyl))(O%) 

110008, Spinetoram (major component (4,5-dihydro))(O%) 

* * * Data Package Information * * * 

Expedite: 0 Yes e No Date Sent: 28-Aug-2012 

DP Ingredient: 110008, Spinetoram (major component (4,5-dihydro)) 

110009, Spinetoram (minor component (4-methyl)) 

DP Title: Acute tox data for new spot on 

CSF Included: e Yes 0 No Label Included: e Yes 0 No Parent DP#: 

Assigned To Date In Date Out 

Due Back: 

Organization: RD I TRB Last Possible Science Due Date: 21-Dec-2012 
----------~ -----

Team Name: TOX Science Due Date: -----
Reviewer Name: Sub Data Package Due Date: ____ _ 

Contractor Name: 

* * * Studies Sent for Review * * * 
Printed on Page 2 

* * * Additional Data Package for this Decision * * * 
Can be printed on its own page 

* * * Data Package Instructions * * * 
Please review the acute tox data submitted to support the registration of a new cat spot on product. This product is substantially similar to 
72642-9. MRID 48875803 is also being cited for the companion animal data. 
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DP#: (404876) 

MRID 

48875800 

48875803 

48875803 

48875803 

48875803 

48875803 

48875803 

48875804 

MRID Status 

Page 2 

***Studies Sent for Review*** Decision#: (466770) 

Citation Reference •-==-==G;:--,ui:-:d-;el:::=in=e==-=--1 86-5 Status~----• 

Elanco Animal Health (2012) Submission of Pass (14-Aug-2012) 
Product Chemistry, Toxicity and Efficacy Data 
in Support of the Application for Registration of 
Spinetoram 11 .2% Cat. Transmittal of 8 

· Studies. 
Winkle, J. (2012) Bridging Rationale: 
Companion Animal SafetyfToxicology. 
Unpublished study prepared by Elanco Animal 
Health. 33p. 
Winkle, J. (2012) Bridging Rationale: 
Companion Animal SafetyfToxicology. 
Unpublished study prepared by Elanco Animal 
Health. 33p. 
Winkle, J. (2012) Bridging Rationale: 
Companion Animal SafetyfToxicology. 
Unpublished study prepared by Elanco Animal 
Health. 33p. 
Winkle, J. (2012) Bridging Rationale: 
Companion Animal SafetyfToxicology. 
Unpublished study prepared by Elanco Animal 
Health. 33p. 
Winkle, J. (2012) Bridging Rationale: 
Companion Animal SafetyfToxicology. 
Unpublished study prepared by Elanco Animal 
Health. 33p. 
Winkle, J. (2012) Bridging Rationale: 
Companion Animal SafetyfToxicology. 
Unpublished study prepared by Elanco Animal 
Health. 33p. 
Hadd, S. (2012) Toxicology: Primary Eye 
Irritation of Spinetoram 11 .2%: (Rabbit). 
Project Number: 130/266. Unpublished study 
prepared by MPI Research , Inc. 54p. 

870.1200/Acute dermal toxicity Pass (19-Jul-2012) 

870.1300/Acute inhalation 
toxicity 

870.2400/Acute eye irritation 

870.2500/Acute dermal 
irritation 

870.2600/Skin sensitization 

870.7200/Companion animal 
safety 

870.2400/Acute eye irritation 

Pass (19-Jul-2012) 

Pass (19-Jul-2012) 

Pass (19-Jul-2012) 

Pass (19-Jul-2012) 

Pass (19-Jul-2012) 

Pass (19-Jul-2012) 
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e 
DATA PACKAGE BEAN SHEET 

Date: 28-Aug-2012 
Page 1 of 2 

* * * Registration Information * * * 

Registration: 72642-RN - SPINETORAM 11.2% CAT 

Company: 72642 - ELANCO ANIMAL HEAL TH 

Risk Manager: RM 13 - Mark Suarez - (703) 305-0120 Room# PY1 S-7246 

Risk Manager Reviewer: Samantha Hulkower SHULKOWE 

Sent Date: 03-Aug-2012 PRIA Due Date: 20-Jan-2013 

Type of Registration: Product Registration - Section 3 

Decision #: 466770 

DP #: (404875) 

PRIA 

Parent DP#: 

Submission#: 921585 

E-Sub #: 

Edited Due Date: 

Action Desc: (R310) NEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMISl 

Ingredients: 110009, Spinetoram (minor component (4-methyl))(O%) 

110008, Spinetoram (major component (4,5-dihydro))(O%) 

* * * Data Package Information * * * 

Expedite: 0 Yes • No Date Sent: 28-Aug-2012 

DP Ingredient: 110008, Spinetoram (major component (4,5-dihydro)) 

110009, Spinetoram (minor component (4-methyl)) 

Due Back: 

DP Title: Product chemistry for '-pe_n_d_in"""'g_s_,_po_t_o_n _________________ _ 

CSF Included: e Yes 0 No Label Included: • Yes 0 No Parent DP#: 
-----

Assigned To . Date In Date Out 

Organization: RD I TRB 
----------~ 

_____ Last Possible Science Due Date: 21-Dec-2012 

Team Name: CHEM Science Due Date: 
----------~ -----

Reviewer Name: Sub Data Package Due Date: ____ _ 

Contractor Name: 

* * * Studies Sent for Review * * * 
Printed on Page 2 

* * * Additional Data Package for this Decision * * * 
Can be printed on its own page 

* * * Data Package Instructions * * * 
Please review the product chemistry data submitted to support the registration of a new cat spot on product. This product is substantially similar 
to 72642-9. 

125 



DP#: (404875) 

MRID 

48875800 

48875801 

48875801 

48875801 

48875801 

48875801 

48875801 . 

48875801 

48875801 

48875802 

MRID Status 

Page 2 

• • • Studies Sent for Review • • • 

Citation Reference Guideline 

Elanco Animal Health (2012) Submission of 
Product Chemistry, Toxicity and Efficacy Data 
in Support of the Application for Registration of 
Spinetoram 11 .2% Cat. Transmittal of 8 
Studies . 
Elliott, T. (2012) Product Chemistry Evaluation 
of an 11 .2% wt/wt Spinetoram Formulation. 
Project Number: 68064. Unpublished study 
prepared by ABC Laboratories, Inc. 26p. 
Elliott, T. (2012) Product Chemistry Evaluation 
of an 11 .2% wt/wt Spinetoram Formulation. 
Project Number: 68064. Unpublished study 
prepared by ABC Laboratories, Inc. 26p. 
Elliott, T. (2012) Product Chemistry Evaluation 
of an 11.2% wt/wt Spinetoram Formulation. 
Project Number: 68064. Unpublished study 
prepared by ABC Laboratories, Inc. 26p. 
Elliott, T. (2012) Product Chemistry Evaluation 
of an 11 .2% wt/wt. Spinetoram Formulation. 
Project Number: 68064. Unpublished study 
prepared by ABC Laboratories, Inc. 26p. 
Elliott, T. (2012) Product Chemistry Evaluation 
of an 11 .2% wt/wt Spinetoram Formulation. 
Project Number: 68064. Unpublished study 
prepared by ABC Laboratories, Inc. 26p. 
Elliott, T. (2012) Product Chemistry Evaluation 
of an 11 .2% wt/wt Spinetoram Formulation. 
Project Number: 68064. Unpublished study 
prepared by ABC Laboratories, Inc. 26p. 
Elliott, T. (2012) Product Chemistry Evaluation 
of an 11.2% wt/wt Spinetoram Formulation . 
Project Number: 68064. Unpublished study 
prepared by ABC Laboratories, Inc. 26p. 
Elliott, T. (2012) Product Chemistry Evaluation 
of an 11 .2% wt/wt. Spinetoram Formulation . 
Project Number: 68064. Unpublished study 
prepared by ABC Laboratories, Inc. 26p. 
Elliott, T. (2012) Product Chemistry: 
Enforcement Method and Validation for the 
Quantitation of 11 .2% wt/wt Spinetoram J and 
L in Formulation . Project Number: 68306. 
Unpublished study prepared by ABC 
Laboratories, Inc. 59p. 

830.6302/Color 

830.6303/Physical state 

830.6304/0dor 

830.6314/0xidizing or 
reducing action 

830.6315/Flammability 

830.7000/pH 

830. 71 OONiscosity 

830. 7300/Density/relative 
density 

830.1800/Enforcement 
analytical method 

Decision#: (466770) 

86-5 Status 

Pass (14-Aug-2012) 

Pass (14-Aug-2012) 

Pass (14-Aug-2012) 

Pass (14-Aug-2012) 

Pass (14-Aug-2012) 

Pass (14-Aug-2012) 

Pass (1 4-Aug-2012) 

Pass (14-Aug-2012) 

Pass (14-Aug-2012) 

Pass (14-Aug-2012) 
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DATA PACKAGE BEAN SHEET 
Date: 28-Aug-2012 

Page 1 of 2 

* * * Registration Information * * * 

Registration: 72642-RN - SPINETORAM 11.2% CAT 

Company: 72642 - ELANCO ANIMAL HEALTH 

Risk Manager: RM 13 - Mark Suarez - (703) 305-0120 Room# PY1 S-7246 

Risk Manager Reviewer: Samantha Hulkower SHULKOWE 

Sent Date: P.RIA Due Date: 20-Jan-2013 

Type of Registration : Product Registration - Section 3 

Decision #: 466770 

DP #: (404873) 

PRIA 

Parent DP#: 

Submission#: 919462 

E-Sub #: 

Edited Due Date: 

Action Desc: (R310) NEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMISl 

Ingredients: 110009, Spinetoram (minor component (4-methyl))(O%) 

110008, Spinetoram (major component (4,5-dihydro))(O%) 

* * * Data Package Information * * * 

Expedite: 0 Yes • No Date Sent: 28-Aug-2012 

DP Ingredient: 110008, Spinetoram (major component (4,5-dihydro)) 

110009, Spinetoram (minor component (4-methyl)) 

DP Title: Efficacy for new spot on 

CSF Included: 0 Yes • No Label Included: e Yes 0 No Parent DP#: 

Assigned To Date In Date Out 

Due Back: 

Organization: RD/ IB Last Possible Science Due Date: 21 -Dec-2012 ----------- -----

Team Name: _E_ffi_ca_c~y~(_IB_) ______ _ Science Due Date: -----

Reviewer Name: Sub Data Package Due Date: ____ _ 

Contractor Name: 

* * * Studies Sent for Review * * * 

Printed on Page 2 

* * * Additional Data Package for this Decision * * * 
No Additional Data Packages 

***Data Package Instructions*** 
Please review the efficacy data submitted to support the registration of a new cat spot on product. This product is substantially similar to 
72642-9. 
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DP#: (404873) 

MRID 

48875800 

48875806 

48875807 

48875808 

MRID Status 

Page 2 

• • • Studies Sent for Review • • • 

Citation Reference urdeline 
Elanco Animal Health (2012) Submission of 
Product Chemistry, Toxicity and Efficacy Data 
in Support of the Application for Registration of 
Spinetoram 11 .2% Cat. Transmittal of 8 
Studies. 
Everett, W . (2012) Product Performance: 
Efficacy of Spinetoram 11 .2% (w/w) Topical 
Formulation Against Cat Fleas on Adult Cats. 
Project Number: GN58S120009. Unpublished 
study prepared by BerTek, Inc. 32p. 
Young , D. (2012) Product Performance: 
Efficacy of Spfnetoram 11.2% (w/w) Topical 
Formulation Against Cat Fleas on Adult Cats. 
Project Number: B6FUS120001 . Unpublished 
study prepared by Young Veterinary Research 
Services. 32p. 
Everett, W. (2012) Knockdown and Speed of 
Kill Effectiveness of Spinetoram 11 .2% (w/w) 
Topical Formulation Administered to Cats for 
the Treatment of Cat Fleas and its Residual 
Efficacy: Interim Report. Project Number: 
B6FUS 120002. Unpublished study prepared 
by BerTek, Inc. 30p. 

810.3300/Treatments to 
control pests of humans and 
pets 

810.3300/Treatments to 
control pests of humans and 
pets 

810.3300/Treatments to 
control pests of humans and 
pets 

Decision#: (466770) 

86-5 Status 

Pass (14-Aug-2012) 

Pass (19-Jul-2012) 

Pass (19-Jul-2012) 

Pass (19-Jul-2012) 
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_- Decision Information for 72642 -RN ,fl. , - [Q\[8] 

Decision Seq: 66770 Action Code: )U'le,aw PAOOUCT;llOll-FAST TRACK (81CLUIJES REVIEWS] ltJ 
FFS start Date I 20-Jul-2012 

Due Date j 20-Jan-2013 

OPP Target Due Dt: I 
:.-=~::::::,i; 

Negotiated Due Dt: 

Re9st1'art 
Response Due Date: 

Tertative Ind: FFS Origlnel Decision: j g 
75-Day Due Deite: ..----- FFS ElP Decision: :...-==~=~Q;::'. .. 

r-===·~ 
21-Dey Screen Dt: j 20-Jul-2012 FFS Primary Decision: g 

~===.::::;; 
StartJStop Clock J FQPA Clock: 

;.....=~~ 
Days Elapsed: I ===.i 

Ct.rrent Status: fENDING.----(05-- Jul- -20- 12_) __________________ __..J 

Decision status 

Tracking 

Create Resubmission 

FFS Letters 

iiver Docwrentation 

Action Code History 

Cilt Meetings 8 Milestones 

LilJ Decision OWnership 

Payment 

~FFS Information 

~Receipts 

l'&: FFS Negotiated Due Dates 

~Data Package 

~75 Day Letters 

~OPP Target Due Date 

BReduced Risk 

2-RN 20-Jan-2013 Pe.DING 

ower,Samantha [ 20-Jan-2013 

>I 

Viewing Record 1 of 1 
===-=::;;;-======~========;;;:::==========:::;:============================================::::::..i 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

August 8, 2012 

ELANCO ANIMAL HEALTH 
2500 INNOVATION WAY 
PO.BOX: 708 
GREENFIELD, IN 46140 

Report of Analysis for Compliance with PR Notice 11-3 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

Thank you for your submittal of 03-AUG-2012. Our staff has completed a preliminary 
analysis of the material. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of 
data contained in PR Notice 11-3. A copy of your bibliography is enclosed, annotated with 
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in 
all future references to these documents. Thank you for your cooperation. If you have any 
questions concerning this data submission, please raise them with the cognizant Product 
Manager, to whom the data have been released. 
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Regullllory Type: 

Company: ji2642 ANCO ANIMAL HEAL TH 

Risk Manager: Registration Division, Risk Management Team 13 

Me Too 
Section3: 

2642-RN 

2642-9 

Appliceition Deite: 

Me Too 
Product Name: SSURITYCAT 

1: • .:1 • 1 ~ OPP Rec'vd Date: 

Front End Date: ... 3- --A-u-g--2-01_2_ ~ j Risk Manager Send Date: 

FFS Due Date: l --- - Negotiated Due Date: 

OPP T eirget Deite: 

New Ingredient: 

Receipt Description: 

pplication for pesticide registration 

Billable: 

v 

3-Aug-2012 

3-Aug-2012 

Receipt Content Des 
~Udy ___ ----

<[=="! h>J 
View/Edit f 

~ristu Ot::te. J 
·=====..! 
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. S: 

R9QUllllory Type: 

Company: ANCO ANIMAL HEALTH 

Risk Manager: Registration Division, Risk Management Team 13 

Product I : 72642-Rll 1 Product Name: 

Me Too ------­
Sectlon3: ~2642-9 

Application Date: 

Front End Date: 

8-Jun-2012 

2-Jul-2012 

Me Too 
Product Name: SSURITY CAT 

1: • .:.1 • 1 ~ OPP Rec'vd Delle: 

l!d Risk Manager Send Date: 

• 
No 

Bllable: • Yes No 

v 

========-=--~~-----;;~ 

9-Jun-2012 

FFS Due Delle: 
~~~~-- ............. ====~ 

Negotiated Due Date: 
OPP Target Delle: 

:1"1 l N Ir.qr I rrt 
Receipt Description: 

pplication for pesticide registration 

ur D e f\71m B 

Print Letter 

Enter More lnforrmrtlon 

View/Edit 
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Memorandum 

Date: D?r:/ \ J I !'-

To: ____ £+-'--'r\,_____._\~-L----' Regulatory Manager 

From: Information Services Branch, ITRMD 

Your receipt of this data submission is not an 
indication that MRIDs for the enclosed studies have 
been posted to OPPIN. 

We expect that it will be approximately 5 days 
from the above date before the study-level data is 
available in OPPIN. 

If you have any questions about this process, 
please contact Teresa Downs (305-5363). 

This is a: D fully accepted submission 
~artially accepted submission 
~ rejected submission 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

July 13, 2012 OFFICE OF CH8u11CA1. SAFETY 
AND POLLUTION PRE'vEHTION 

ELANCO ANIMAL HEAL TH 
2500 INNOVATION WAY 
PO.BOX: 708 
GREENFIELD, IN 46140 

Report of Analysis for Compliance with PR Notice 11-03 

Thank you for your submittal of 29-JUN-12. Our staff has completed a preliminary analysis 
of the material. The results are provided as follows: 

Your data submittal was found to be partially in compliance with the standards for 
submission of data contained in PR Notice 11-3, with the exceptions noted below. A copy of your 
transmittal bibliography is enclosed, annotated with the Master Record ID's (MRIDs) assigned to 
each document. Please use these numbers in all future reference to these documents. Some 
individual documents were not acceptable. The rejected studies and their deficiencies are 
described below. 

48875801 

* The presence of a Confidential Attachment causes a direct conflict with the No Claim of 
Confidentiality statement. 

48875802 

* The presence of a Confidential Attachment causes a direct conflict with the No Claim of 
Confidentiality statement. 

134 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

July 13, 2012 OFFICE OF CHSvflCAL SAFETY 
AND POLLUTION PRE'vENTION 

ELANCO ANIMAL HEALTH 
2500 INNOVATION WAY 
PO.BOX: 708 
GREENFIELD, IN 46140 

Report of Analysis for Compliance with PR Notice 11-03 

Thank you for your submittal of 29-JUN- l 2. Our staff has completed a preliminary analysis 
of the material. The results are provided as follows: 

Your data submittal was found to be partially in compliance with the standards for 
submission of data contained in PR Notice 11-3, with the exceptions noted below. A copy of your 
transmittal bibliography is enclosed, annotated with the Master Record ID's (MRIDs) assigned to 
each document. Please use these numbers in all future reference to these documents. Some 
individual documents were not acceptable. The rejected studies and their deficiencies are 
described below. 

48875801 

* The presence of a Confidential Attachment causes a direct conflict with the No Claim of 
Confidentiality statement. 

48875802 

* The presence of a Confidential Attachment causes a direct conflict with the No Claim of 
Confidentiality statement. 
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• 

• 

• • Elanco Animal Health Registration of Spinetoram 11.2% Cat ·Page 18 of 46 

Spinetoram 11.2% Cat 
Master Label 

Page 1of25 

Marketing claims: see lists at the end of the draft labels. 
Alternative language in (parentheses) 

CARTON LABEL 

FRONT PANEL 

Spinetoram 11.2o/o Cat 
spinetoram 

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF 
FLEA INFESTATIONS 

I ONLY FOR CATS AND KITIENS EIGHT WEEKS OF AGE (AND OLDER} 

Marketing claims: see lists at the end of the draft labels . 

Picture of Cat or Kitten 

ACTIVE INGREDIENT 
Spinetoram (GAS# 187166-40-1 & 187166-15-0} ............................ 11.2% 

OTHER INGREDIENTS ........... ......................................................... 88.8% 
TOT AL 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
SEE BACK PANEL FOR PRECAUTIONARY STATEMENTS 

READ ALL DIRECTIONS BEFORE USING THIS PRODUCT 

CONTENTS 

1, 2, 3, 4, 6, 8, 12- 0.026 fl oz (0.77 ml} applicator 
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• • Elanco Animal Health Registration of Spinetoram 11.2% Cat Page 19 of 46 

Page 2 of 25 

BACK PANEL 
DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its 
labeling. 

General use pesticide. For use only for further manufacture or repacking of ~ registered 
pesticide product for companion animals. 

Read the entire label, directions for use and frequency of application each time before using this 
product. For external use on cats and kittens only. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water 
after handling and before eating, drinking, chewing gum or using tobacco. Avoid contact with 
eyes or clothing. 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on kittens less 
than eight (8) weeks of age. Do not allow your cat to ingest this product. Use only a single dose 
on cats weighing greater than 20 lbs. As with any product, consult your veterinarian before 
using the product on debilitated, aged, pregnant or nursing animals or animals known to be 
sensitive to pesticides. 

SIDE EFFECTS: 
Monitor your cat after application. Side effects may include signs of application site reactions such 
as application site hair loss, hair change (greasy, clumping or matting) or redness, inflammation 
and itching. Other side effects such as inactivity, vomiting and inappetance have also been 
reported. If these or any other side effects occur, consult your veterinarian, your cat's healthcare 
expert. For technical assistance or to report a side effect, call Elanco at 1-888-545-5973 . 
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• 

• 

• • Elanco Animal Health Registration of Spinetoram 11.2% Cat Page 20 of 46 

Page 3 of 25 

FIRST AID 
IFIN EYES: 

• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, 
if present .. after the first 5 minutes, then continue rinsing. 

• Call a poison control center or doctor for treatment advice. 

IF SWALLOWED: 
• Call a poison control center or doctor immediately for treatment advice. Have the product label 

with you when you call the poison control center or medical professional. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency 
medical treatment information. 

Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-RN 
EPA Est. No . 
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• • Elanco Animal Health Registration of Spinetoram 11.2% Cat Page 21of46 

Page 4 of 25 

PACKAGE INSERT LABEL 

Spinetoram 11.2% Cat 
spinetoram 

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF 
FLEA INFESTATIONS . 

ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER} 

ACTIVE INGREDIENT 
Spinetoram [CAS# 187166-40-1 & 187166-15-0] ................ 11.2% 

OTHER INGREDIENTS ................................................................... 88.8°/o 
TOTAL 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water 
after handling and before eating, drinking, chewing gum or using tobacco. Avoid contact with 
eyes or clothing. 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on kittens less 
than eight (8) weeks of age. Do not allow your cat to ingest this product. Use only a single dose 
on cats weighing greater than 20 lbs. As with any product, consult you_r veterinarian before 
using the product on debilitated, aged, pregnant or nursing animals or animals known to be 
sensitive to pesticides. 

SIDE EFFECTS: 
Monitor your cat after application. Side effects may include signs of application site reactions such 
as application site hair loss, hair change (greasy, clumping or matting} or redness, inflammation 
and itching. Other side effects such as inactivity, vomitinQ and inappetance have also been 
'reported. lf these or any other side effects occur, consult your veterinarian, your cat's healthcare 
expert. For technical assistance or to report a side effect, call Elanco at 1-888-545-5973. 
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Page 5 of 25 

FIRST AID 

IF IN EYES: 
• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 

contact lenses, if present, after the first 5 minutes, then continue rinsing. 
• Call a poison control center or doctor for treatment advice. 

IF SWALLOWED: 
• Call a poison control center or doctor immediately for treatment advice. Have the product 

label with you when you call the poison c"ontrol center or medical professional. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or 
going for treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 
for emergency medical treatment information. 

DIRECTIONS FOR USE: 
It is a violation of Federal law to use this product in a manner inconsistent with its 
labeling. 

General use pesticide. For use only for further manufacture or repacking of a registered 
pesticide product for companion animals. 

Read the entire label, directions for use and frequency of application each time before using this 
product. For external use on cats and kittens only. 

FREQUENCY OF APPLICATION 
To kill fleas and prevent reinfestations, apply to cats and kittens 8 weeks of age and older as 
follows: 

HOW TO APPLY 

1. Use only on cats and kittens 8 weeks of age and older and weighing 1.8 lbs or more. Do 
not use more than a single dose on cats weighing greater than 20 lbs. 

2. Remove one applicator tube from the blister package. 
3. Hold applicator tube in an.upright position. 
4. Press cap down until it clicks (indicating the tube has been punctured}. Hold upright and 

remove cap. Check to be sure there is an opening at the tip of tube. 
5. Part the hair on the neck at the base of the head until the skin is visible. Place the tip of 

the tube directly above the skin and squeeze the tube 2-4 times to expel the contents of 
the tube directly on the skin. For best results, apply at the base of the head, not 
between the shoulder blades. Avoid getting the product in your pet's eyes or mouth . 
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Page 6 of 25 
Treatment at the base of the head will minimize the opportunity for the cat to directly lick 
the product. Do not allow your cat to ingest this product. (There may be a small residual 
remaining in the tube after a full dose is expelled.) 

6. Discard empty applicator tube in the trash. 

Picture/drawing 
of opening the 

tube. 

Picture/drawing 
of parting the 

hair on neck at 
base of head. 

Picture/drawing 
of applying the 

product. 

Monthly application is recommended to prevent and treat flea infestations. Spinetoram 11.2% 
·cat starts working in 30 minutes, kills adult fleas before the lay eggs and continues killing fleas 
for a full month after application. 

STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by storage and disposal. 

Pesticide Storage: 
Store in original package in a cool dry pl.ace. 

Pesticide Disposal: 
Call your local solid waste agency or 1-800-CLEANUP or equivalent organization for disposal 
instructions. Unless otherwise instructed place in trash. Never pour unused product down the 
drain or on the ground. 

Container Handling: 
If empty: Non-refillable container. Do not reuse this container. Place in the trash, or offer for 
recycling if available. . 
If partly filled: Call your local solid waste agency for disposal instructions. Never place unused 
product down any indoor or outdoor drain. 

LIMITED WARRANTY AND LIMITATIONS OF LIABILITY 
By using, buying or handling this product, users or buyers accept the following conditions, 
disclaimer of warranties and limitations of liability. The directions for use of this product are 
believed to be adequate and must be followed carefully. All risks of product use or handling are 
assumed by the user or buyer. No agent of Elanco is authorized to make, extend or modify any 
warranties. TO THE EXTENT CONSISTENT WITH APPLICABLE LAW ELANCO MAKES NO 
OTHER WARRANTIES, EXPRESSED OR IMPLIED, OF MERCHANTABILITY OR OF 
FITNESS FOR A PARTICULAR PURPOSE OR OTHERWISE, THAT EXTEND BEYOND THE 
STATEMENTS MADE ON THIS LABEL. ELANCO DISCLAIMS ANY LIABILITY WHATSOEVER 
FOR SPECIAL, INCIDENTALOR CONSEQUENTIAL DAMAGES RESULTING FROM THE 
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Page 7 of 25 
USE OR HANDLING OF THIS PRODUCT. To the extent consistent with applicable law the 
exclusive remedy of the user or buyer for any and all losses, injuries or damages resulting from 
the use or handling of this product, whether in contract, warranty, tort, negligence, strict liability 
or otherwise, is limited to the purchase price paid or replacement of the product. 

Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-RN 
EPA Est. No . 
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• Elanco Animal Health 

• 

• 

• 

Registration of Spinetoram 11.2% Cat 

Applicator Labeling 

Spinetoram 11.2% Cat 
Spinetoram 11.2% 

• 

Cats and Kittens 8 weeks & older 

0.026 fl oz (0.77 ml) 

EPA Reg. No 72642-RN 

CAUTION 
Keep Out of Reach of Children 

Read Entire Label Before Use 

ELANCO 

Lot No . 

Page 25 of 46 

Page 8 of 25 
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Elanco Animal Health 
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• 

•• 

• Registration of Spinetoram 11.2% Cat 

Blister Labeling 

Spinetoram 11.2% Cat 
Spinetoram 11 .2% 

• 

For Cats and Kittens 8 weeks of age (and older) 

0.026 fl oz (O.n ml) 

EPA Reg. No 72642-RN 

CAUTION 
Keep Out of Reach of Children 

Read Entire Label Before Use 

ELA NCO 

Lot No . 

Page 26 of 46 

Page 9 of 25 
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Page 10 of 25 
(Calendar) Reminder Stickers 

Place stickers on your calendar as a reminder to apply Spinetoram 11.2% Cat for cats and 
kittens 8 weeks of age and older. · 

Visit www.elanco.com to sign up and receive an email reminder from your cat when it is time to 
receive Spinetoram 11 .2% Cat. 

Graphic of calendar 

Month 1 
(Graphic) 

Month 2 
(Graphic) 

Month 3 
(Graphic) 

Month 4 
(Graphic) 

Month 5 
(Graphic) 

- -- . .. ..,, _____ , __ _______ ···--"- ·--- .... ----- - ... -- ·--

Month 6 
(Graphic) 
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Page 11 of 25 
Optional Marketing Claims 

• Once-a-month 
• Topical 
• Topical Solution 
• Single topical (spot-on) application 
• For the prevention and treatment of flea infestations [ Ctenocephalides fe/is] on cats (and 

kittens) 8 weeks of age or older only 
• Kills fleas 
• (Fast Acting) kills fleas on cats within 8 hours 
• (Fast Acting) starts killing fleas in 30 minutes 
• (Fast Acting) starts working in 30 minutes 
• Kills fleas which may cause flea allergy dermatitis {FAD) 
• Kills fleas before they lay eggs 
• Kills adult fleas before they lay eggs 
• (Long Lasting) one treatment prevents further flea infestations through 6 weeks 
• (Long Lasting) one treatment remains effective through 6 weeks 
• (Long Lasting) remains effective for up to 7 weeks 
• (Long Lasting) one treatment prevents further flea infestations for up to 7 weeks 
• (Long Lasting) one treatment remains effective for up to 7 weeks 
• (Long Lasting) one treatment kills fleas and prevents reinfestation for up to 7 weeks 
• (Long Lasting) remains effective through 6 weeks 
• Fragrance-free 
• Quick-drying 
• Non-greasy 
• Formulated (exclusively) for cats and kittens 8 weeks of age ·{and older) 
• Kills fleas that may carry.and transmit Rickettsia felis and Rickettsia typhi, Francisella 

tularensis 
• Kills fleas that may carry and transmit bartonellosis, tapeworm and tularemia 
• For indoor and outdoor cats and kittens 
• Kills fleas that may cause anemia 
• Long-lasting flea control for up to 7 weeks 
• Long-lasting flea control through 6 weeks 
• The primary target of action of spinetoram on insects is an activation of nicotinic 

acetylcholine receptors (nAChRs). 
• Spinetoram does not interact with known insecticidal binding sites of other nicotinic or 

GABAergic insecticides such as neonicotinoids, fiproles, milbemycins, avermectins, and 
cyclodienes. 

• Insects in contact with spinetoram show involuntary muscle contractions and tremors 
resulting from activation of motor neurons. 

• Prolonged spinetoram-induced hyperexcitation results in prostration and paralysis 
resulting in death of fleas. 

• Topical application 
• One size for all cats/ kittens 8 weeks of age and older only. 
• One (applicator tube, size, package, dose, treatment, application) treats all (any) size(s) 

of cats and kittens 8 weeks of age and older only. 
• 6 Pack 
• Single Pack (Single dose, individual dose) 
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• Topical flea treatment 
• Convenient 
• Easy to apply (easy to use) 
• Spinetoram; the active ingredient in Spinetoram 11.2% Cat, is a member of the spi_nosyn 

class of pesticide 
• Protects cats and kittens 8 weeks of age (and older) (all sizes) from fleas (for one 

month) 
• One size application is effective for all (any) sizes (weight ranges) of cats and kittens 8 

weeks of age (and older) only 
• (Flea infestations may vary) Monthly treatment (year-round) is recommended for optimal 

control and prevention of fleas 
• Satisfaction Guaranteed (Call 1-888-545-5973 if you have any questions.) 

·' . 

147 



• 

• 

• 

• • Elanco Animal Health Registration of Spinetoram 11 .2% Cat Page 30 of 46 

Spinetoram 11 .2% Cat 
Sub-Label #1 Residential 

Page 13 of 25 

Marketing claims: see lists at the end of the draft labels. 
Alternative language in (parentheses) 

CARTON LABEL 

FRONT PANEL 

Spinetoram 11.2o/o Cat 
spinetoram 

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF 
FLEA INFESTATIONS 

I ONLY FOR CATS AND.KITTENS EIGHT WEEKS OF AGE (AND OLDER) 

Marketing claims: see lists at the end of the draft labels . 

Picture of Cat or Kitten 

ACTIVE INGREDIENT 
Spinetoram (CAS# 187166-40-1 & 187166-15-0) ............................ 11.2% 

OTHER INGREDIENTS .............................. ...................................... 88.8% 
TOTAL 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
~EE BACK PANEL FOR PRECAUTIONARY STATEMENTS 

READ ALL DIRECTIONS BEFORE USING THIS PRODUCT 

CONTENTS 

1, 2, 3, 4, 6, 8, 12 - 0.026 fl oz (0.77 ml} applicator 
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BACK PANEL 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its 
labeling. 

More detailed directions for use are included in the box. Read the entire label, directions for use 
and frequency of application each time before using this product. 

For prevention and treatment of fleas, part the hair on the neck at the base of the head and 
apply the contents of the applicator tube to a single spot on the skin of the cat. Do not apply on 
the surface of the cat's hair coat. Place the empty applicator tube. in the.trash. 

Monthly application is recommended to prevent and treat flea infestations. Spinetoram 11.2% 
Cat starts working in 30 minutes, kills adult fleas before they lay eggs and continues killing fleas 
for a full month after application. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water 
after handling and before eating, drinking, chewing gum or using tobacco. Avoid contact with 
eyes or clothing . 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS AND KITIENS ONLY. For external use only. Do not use on kittens less 
than eight (8) weeks of age. Do not allow your cat to ingest this product. Use only a single dose 
on cats weighing greater than 20 lbs. As with any product, consult your veterinarian before 
using the product on debilitated, aged, pregnant or nursing animals or animals known to be 
sensitive to pesticides. 

SIDE EFFECTS: 
Monitor your cat after application. Side effects may include signs of application site reactions such 
as application site hair loss, hair change (greasy, clumping or matting) or redness, inflammation 
and itching. Other side effects such as inactivity, vomiting and inappetance have also been 
reported. If these or any other side effects occur, consult your veterinarian, your cat's healthcare 
expert. For technical assistance or to report a side effect, call Elanco at 1-888-545-5973 . 
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PACKAGE INSERT LABEL 

Spinetoram 11.2o/o Cat 
spinetoram 

A ONCE-A-MONTH TOPICAL SOLUTION FOR THE PREVENTION AND TREATMENT OF 
FLEA INFESTATIONS 

ONLY FOR CATS AND KITTENS EIGHT WEEKS OF AGE (AND OLDER) 

ACTIVE INGREDIENT 
Spinetoram [CAS# 187166-40-1 & 187166-15-0] ....... .... .... . 11.2% 

OTHER INGREDIENTS ................................................................... 88.8% 
TOTAL 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS - CAUTION 

HAZARDS TO HUMANS 
Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water after 
handling and before eating, drinking, chewing gum or using tobacco. Avoid contact with eyes or clothing. 

HAZARDS TO DOMESTIC ANIMALS 
FOR USE ON CATS AND KITTENS ONLY. For external use only. Do not use on kittens less than eight 
(8) weeks of age. Do not allow your cat to ingest this product. Use only a single dose on cats weighing 
greater than 20 lbs. As with any product, consult your veterinarian before using the product on 
debilitated, aged, pregnant or nursing animals or animals known to be sensitive to pesticides. 

SIDE EFFECTS: 
Monitor your cat after application. Side effects may include signs of application site reactions such 
as application site hair loss, hair change (greasy, clumping or matting) or redness, inflammation and 
itching. Other side effects such as inactivity, vomiting and inappetance have also been reported. If 
these or any other side effects occur, consult your veterinarian, your cat's healthcare expert. For 

1 technical assistance or to report a side effect, call Elan~o at 1-888-545-5973 . 
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FIRST AID 

IF IN EYES: 
• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, 

if present, after the first 5 minutes, then continue rinsing. 
• Call a poison control center or doctor for treatment advice. 

IF SWALLOWED: 
• Call a poison control center or doctor immediately for treatment advice. Have the product label 

with you when you call the poison control center or medical professional. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact Rocky Mountain Poison Control at 1-888-767-5023 for emergency 
medical treatment information. 

DIRECTIONS FOR USE: 
lt is a violation of Federal law to use this product in a manner inconsistent with its labeling . 

Read the entire label, directions for use and frequency of application each time before using the product. 
For external use on cats and kittens only. 

FREQUENCY OF APPLICATION 
To kill fleas and prevent reinfestations, apply to cats and kittens 8 weeks of age and older as follows: 

HOW TO APPLY 

1. Use only on cats and kittens 8 weeks of age and older and weighing 1.8 lbs or more. Do not 
use more-than a single dose on cats weighing greater than 20 lbs. 

2. Remove one applicator tube from the blister package. 
3. Hold applicator tube in an upright position. 
4. Press cap down until it clicks (indicating the tube has been punctured). Hold upright and 

remove cap. Check to be sure there is an opening at the tip of tube. 
5. Part the hair on the neck at the base of the head until the skin is visible. Place the tip of the 

tube directly above the skin and squeeze the tube 2-4 times to expel the contents of the tube 
directly on the skin. For best results, apply at the base of the head, not between shoulder 
blades. Avoid getting the product in your pet's eyes or mouth. Treatment at the base of the 
head will minimize the opportunity for the cat to directly lick the product. Do not allow your cat 
to ingest this product. (There may be a small residual remaining in the tube after a full dose is 

. expelled.) 
6. Discard empty applicator tube in the trash. 

Picture/drawing 
of opening the 

tube. 

Picture/drawing 
of parting' the 

hair on neck at 
base of head. 

Picture/drawing 
of applying the 

product. 
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Monthly application is recommended to prevent and treat flea infestations. Spinetoram 11.2% Cat starts 
working in 30 minutes, kills adult fleas before they lay eggs and continues killing fleas for a full month 
after application. · 

STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by storage and disposal. 

Pesticide Storage: 
Store in original package in a cool dry place. 

Pesticide Disposal: 
Call your local solid waste agency or 1-800-CLEANUP or equivalent organization for disposal 
instructions. Unless otherwise instructed place in trash. Never pour unused product down the drain or 
on the ground. 

Container Handling: 
If empty: Non-refillable container. Do not reuse this container. Place in the trash, or offer for recycling if 
available. 
If partly filled: Call your local solid waste agency for disposal instructions. Never place unused product 
down any indoor or outdoor drain . 

LIMITED WARRANTY AND LIMITATIONS OF LIABILITY 
By using, buying or handling this product, users or buyers accept the following conditions, disclaimer of 
warranties and limitations of liability. The directions for use of this product are believed to be adequate 
and must be followed carefully. All risks of product use or handling are assumed by the user or buyer. No 
agent of Elanco is authorized to make, extend or modify any warranties. TO THE EXTENT 
CONSISTENT WITH APPLICABLE LAW ELANCO MAKES NO OTHER WARRANTIES, EXPRESSED 
OR IMPLIED, OF MERCHANTABILITY OR OF FITNESS FOR A PARTICULAR PURPOSE OR 
OTHERWISE, THAT EXTEND BEYOND THE STATEMENTS MADE ON THIS LABEL. ELANCO 
DISCLAIMS ANY LIABILITY WHATSOEVER FOR SPECIAL, INCIDENTAL OR CONSEQUENTIAL 
DAMAGES RESULTING FROM THE USE OR HANDLING OF THIS PRODUCT. To the extent 
consistent with applicable law the exclusive. remedy of the user or buyer for any and all losses, injuries or 
damages n~sulting from the use or handling of this product, whether in contract, warranty, tort, 
negligence, strict liability or otherwise, is limited to the purchase price paid or replacement of the product. 

Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-RN 
EPA Est. No . 
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Applicator Labeling 

Spinetoram 11.2% Cat 
Spinetoram 11.2% 

Cats and Kittens 8 weeks & older 

0.026 fl oz (0.77 ml) 

EPA Reg. No 72642-RN 

CAUTION 
Keep Out of Reach of Children 

Read Entire Label Before Use 

ELA NCO 

Lot No . 

Page 36 of 46 

Page 19 of 25 
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Blister Labeling 

Spinetoram 11.2% Cat 
·spinetorarn 11.2% 

For Cats and Kittens 8 weeks of age (and older) 

0.026 fl oz (0.77 ml) 

EPA Reg. No 72642-RN 

CAUTION 
Keep Out of Reach of Children 

Read Entire Label Before Use 

ELANCO 

Lot No. 

Page 37 of 46 

Page20 of 25 
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(Calendar) Reminder Stickers 

Place stickers on your calendar as a reminder to apply Spinetoram 11.2% Cat for cats and kittens 8 
weeks of age and older. 

Visit www.elanco.com to sign up and receive an email reminder from your cat when it is time to receive 
Spinetoram 11.2% Cat. 

Graphic of calendar 

Month 1-
(Graphic) 

Month 2 
(Graphic) 

Month 3 
(Graphic) 

Month 4 
(Graphic) 

Month 5 
(Graphic) 

Month 6 
(Graphic) 
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Optional Marketing Claims 
• Once-a-month 
• Topical 
• Topical Solution 
• Single topical (spot-on) application 
• For the prevention and treatment of flea infestations [ Ctenocephalides felis] on cats (and kittens) 8 

weeks of age or older only 
• Kills fleas 
• (Fast Acting) kills fleas on cats within 8 hours 
• (Fast Acting) starts killing fleas in 30 minutes 
• (Fast Acting) starts working in 30 minutes 
• Kills fleas which may cause flea allergy dermatitis {FAD) 
• Kills fleas before they lay eggs 
• Kills adult fleas before they lay eggs 
• (Long Lasting) one treatment prevents further flea infestations through 6 weeks 
• (Long Lasting) one treatment remains effective through 6 weeks 
• (Long Lasting) remains effective for up to 7 weeks 
• (Long Lasting) on,e treatment prevents further flea infestations for up to 7 weeks 
• (Long Lasting) one treatment remains effective for up to 7 weeks 
• (Long Lasting) one treatment kills fleas and prevents reinfestation for up to 7 weeks 
• (Long Lasting) remains effective through 6 weeks 
• Fragrance-free 
• Quick-drying 
• Non-greasy 
• Formulated (exclusively) for cats and kittens 8 weeks of age (and older) 
• Kills fleas that may carry and transmit Rickettsia felis and Rickettsia typhi, Francisel/a tu/arensis 
• Kills fleas that may carry and transmit bartonellosis, tapeworm and tularemia 
• For indoor and outdoor cats and kittens 
• Kills fleas that may cause anemia 
• Long-lasting flea control for up to 7 weeks 
• Long-lasting flea control through 6 weeks 
• The primary target of action of spinetoram on insects is an activation of nicotinic acetylcholine 

receptors (nAChRs). 
• Spinetoram does not interact with known insecticidal binding sites of other nicotinic or GABAergic 

insecticides such as neonicotinoids, fiproles, milbemycins, avermectins, and cyclodienes. 
• Insects in contact with spinetoram show involuntary muscle contractions and tremors resulting 

from activation of motor neurons. 
• Prolonged spinetoram-induced hyperexcitation results in prostration and paralysis resulting in 

death of fleas. 
• Topical application 
• One size for all cats/ kittens 8 weeks of age and older only. 
• One (applicator tube, size, package, dose, treatment, application) treats all (any) size(s) of cats 

and kittens 8 weeks of age and older only. 
• 6 Pack 
• Single Pack (Single dose, individual dose) 
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• Topical flea treatment 
• Convenient 
• Easy to apply (easy to use) 
• Spinetoram, the active ingredient in Spinetoram 11.2% Cat, is a member of the spinosyn class of 

pesticide 
• Protects cats and kittens 8 weeks of age (and older) (all sizes) from fleas (for one month) 
• One size application is effective for all (any) sizes (weight ranges) of cats and kittens 8 weeks of 

age (and older) only 
• (Flea infestations may vary) Monthly treatment (year-round) is recommended for optimal control 

and prevention of fleas 
• Satisfaction Guaranteed (Call 1-888-545-5973 if you have any questions.) 
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(label to be placed near discharge control valve, this statement can be removed from printed label} 

Spinetoram 11.2o/o Cat 
spinetoram 

ACTIVE INGREDIENT 
Spinetoram [GAS# 187166-40-1 .& 187166-15-0] ................ 11.20% 

OTHER INGREDIENTS ........ ...... ......................... ...... .................. .... 88.80% 
TOTAL 100.00% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
Harmful if swallowed. Causes moderate eye irritation. Wash thoroughly with soap and water after 
handling and before eating, drinking, chewing gum or using tobacco. Avoid contact with eyes or clothing. 

ENVIRONMENTAL HAZARDS 
This product is toxic to aquatic invertebrates. Do not discharge effluent containing this product into lakes, 
streams, ponds, estuaries, oceans or other waters unless in accordance with the requirements of a 
National Pollutant Discharge Elimination System (NPDES} permit and the permitting authority has been 
notified in writing prior to discharge. Do not discharge effluent containing this product to sewer systems 
without previously notifying the local sewage treatment plant authority. For guidance contact your State 
Water Board or Regional Office of the EPA. · 

FIRST AID 
IF IN EYES: 

• Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, 
if present, after the first 5 minutes, then continue rinsing. 

• Call a poison control center or doctor for treatment advice . 
• 

IF SWALLOWED: 
• Call a poison control center or doctor immediately for treatment advice. Have the product label 

with you when you call the poison control center or medical professional. 
• Have person sip a ·glass of water if able to swallow. 
• Do not induce vomiting unless told to by a poison control center or doctor. 
• Do not give anything to an unconscious person. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact Rocky Mountain Poison Control at 1 ·888-767-5023 for emergency 
medical treatment information. · · · 
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DIRECTIONS FOR USE: 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

General use pesticide. For use only for the further manufacture or repacking of a registered 
pesticide product for companion animals. 

STORAGE AND DISPOSAL: 
Do not contaminate water, food or feed by storage and disposal. 
Pesticide Storage: Store 'in original package only. In case of leak or spill, contain material with 
absorbent materials and dispose as waste. 
Pesticide Disposal: Waste resulting from the use of this product may be disposed of on site or 
at an approved waste disposal facility. Never pour unused product down the drain or on the 
ground. 
Container Handling: Refillable container. Refill this container with pesticide only. Do not 
reuse this container for any other purpose. Cleaning the container before final disposal is the 
responsibility of the person disposing of the container. Cleaning before refilling is the 
responsibility of the refiller. To clean the container before final disposal, empty the remaining 
contents into manufacturing process or-appropriate waste collection system. Fill the container 
about 10% full with water, and if possible, spray all sides while adding water. If practical, agitate 
vigorously or recirculate water with the pump for 2 minutes. Pour or pump rinsate into a waste 
collection system. Repeat this rinsing procedure two more times. Then offer for recycling if 
available or puncture and dispose of in a sanitary landfill, or by other procedures allowed by 
state and local authorities . 

Manufactured for 
Elanco Animal Health 
A Division of Eli Lilly and Company 
Indianapolis, IN 46285 

EPA Reg. No. 72642-RN 
EPA Est. No. 70996-CAN-002 

NET CONTENTS:. _____ _ 
(may be completed by manual entry) 
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APPLICATION TO REGISTER SPINETORAM 11.2% Cat . . 

A once monthly topical for the prevention and treatment of flea infestation on cats and kittens, 
eight weeks and older. 

End Use Product 
EPA FILE SYMBOL 72642-RN 

VOLUME 72642-9-RN-1CA 
ADMINISTRATIVE VOLUME 

CONFIDENTIAL ATTACHMENT 

DATA REQUIREMENTS 
Guideline Numbers: 40 CFR 152.42 and 40 CFR 152.50 

AUTHOR 
Katherine A. Meyer 

DATE COMPLETED 
June 28, 2012 

SPONSOR 
Elanco Animal Health 

A Division of Eli Lilly & Company 
2500 Innovation Way 
Greenfield, IN 46140 

-··---------------

' 
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PRIA 2 - 21 Day Content Screen Review Worksheet 
(EPA/OPP Use Only) 

~ ,, i 3123109 - *" ... J ""2--21 Day Screen Start Date: ______________ _ 
Experts In-Processing Signature: J?, fL-. Date I - G. - I 2..- Fee Paid: Yes f,../ 

Division management contacted on issues No Yes Date ______ _ 

EPA Reg. Number: J d(, '-/) - {< N EPA Receipt Date: &, - ;2. ~ - I 2... 

Items for Review Yes No NIA* 

• 1 

• 2 

• 3 

Application Form (EPA Form 8570-1 )(link to form) signed & complete 
including package type J(_ 

Confidential Statement of Formula all boxes completed, form signed, and JZ.. 
dated (EPA Form 8570-4) (Link to form) 
a) All inerts (link to http://www.epa.gov/opprdOOl/inerts/), yes no 

including fragrances, approved for the proposed uses (see X 
Footnote A) 

Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to 
form) completed and signed (NIA if 100% repack) Y--. 
Certificate and data matrix consistent 

If applicant is relying on data that are compensable, is the offer 
to pay statement included. (see Footnote B) 

If a licable, is there a letter of Authorization for exclusive use onl 

yes 

Formulator's Exemption Statement (EPA Form 8570-27) (Link to form) 

no 

• 4 completed and signed (N/ A if source is unregistered or applicant owns the 
technical) 

. 5 

Data Matrix (EPA Form 8570-35) (Link to form) both internal and external X 
copies (PR 98-5) (Link to PR 98-5) completed and signed,(N/A if 100% 
re ack) 

es no 
a) Selective Method (Fee category experts use) 

b) Cite-All (Fee category experts use) 

c) Applicant owns all data (Fee category experts use) 

5 Copies of Label (lin~ to http://www.epa.gov/oppfeadl/labeling/lrmL) )<... 
· 6 (Electronic labels on CD are encouraged and guidance is available)( link to 

http://www.epa.gov/pesticides/regulating/registering/subm issions/index. htm#labels 
) 
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7 Is the data package consistent with PR Notice 86-5 (link to PRN 86-5) x 
Notice of Filing (link to 

8 httJ!://www.eJ!a.gov/J!esticides/regulatin!!/tolerance J!etitions.htm) included 
with petitions (link to 

~ http://www.epa.gov/pesticides/regulating/tolerances.htm) 

9 
H applicable for conventional applications, reduced risk rationale (link to 

~ http://www.epa.gov/opprdOOl/workplan/reducedrisk.html) 

Required Data (link to 
httJ!://www.eJ!a.gov/J!esticides/regulatin!!/data reguirements.htm) and/or 
data waivers. See Footnote C. 

a) List study (or studies) not included with application 

10 
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Comments: 

' Inerts Of p(\)\Jtci -R>v nonfOOd ~ 
• achw 1n0 ·I· not acLol0. inoppin (rot uptoRcd on la.btl /csf) 
• Rt()i<St<Glnt urrrtRt\ui J11 o=t-/11, o-=t-/t;,. , 01-/13 W OTUdl.J cWl'cJwdW, 

~1\Jdl/ (){ and Qd.: nmconfl·cllntf CAL <Smu rntnt (P5 .J) causes CL 
Qf rte t (D<'l{lict wt G°"'f a:tuAchrn t nt 

.. Re.~f s1vos\t VJdS o.,u- ~ -.:th.L Q{fi'U. tAnn L o-=t / 13, no c.orce.t"·o"s Jtnt 4Lt 

~ DUJ.. ~ ti CN c_o--ns\'<a \ns Dn Q.Lr 'f.l<J-f~, ~ ~ fb_{l.lnJ ~ crwctieN 
eorvu:no<"'r ,,unrur l>JClY u.c.w-rctfn0 ,;to ru._8'Qtro..nt. 

~1\xll<J '{a\\ 
Jaoc u- pass 

JB o:r/ I.?) \J. 

( . 

*NIA-Not Applicable 

Footnotes 

A. During the 21 day initial content review, all CSFs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses. If an 
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for 
example, removing the inert, substituting it with an approved inert, submitting 
documentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information. forms, data and 
documentation resolving the inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period. otherwise, the Agency will reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application's uses even if a product is currently registered by consulting the inert Web 
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site [link to http://www.epa.gov/opprdOOl/inerts/lists.html] and if the inert is not 
approved, to obtain the necessary inert approval prior to submitting an application 
to register a pesticide product containing that inert ingredient. Some inert 
ingredients are no longer approved for food uses or certain types of uses. The name 
and/or CAS number on a CSF must match the name and CAS number on this web site. 
Simple typographical errors in the name or CAS number have resulted in processing 
delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertsbranch@epa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency' s 
inert review process. Questions on PIP inerts should be directed to the Chief of 
Microbial Pesticides Branch [Link to 
http://www.epa.gov/oppbppdl/biopesticides/contacts bppd.htm]. 

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional information such as an alternate name of the inert, CAS number or other 
information [link to http://www.epa.gov/opprdOOl/inerts/tips.pdf] must also be included 
to enable the Agency to determine if it has been approved. Each component of an inert 
mixture (including a fragrance) must be identified. In some cases, the supplier of the 
mixture or fragrance may need to provide this information to the Agency. Prior to the 
Agency's receipt of an application, applicants must arrange with a proprietary mixture or 
fragrance supplier to provide the component information to the Agency or promptly upon 
EPA's request. If the inert ingredients in a proprietary blend (including fragrances) 
cannot or are not identified or provided within the 21-day content review period, the 
Agency will reject the application. 

During the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved Inerts Identified on CSFs 

All applications except conventional new products and PIPs 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

1. Correct the application by, for instance, correcting the inert ' s identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If this option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% of the full fee of the category identified. 

Conventional New Product Applications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R311, R312 or R313 ), it will contact the applicant with the 
following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 21 day content review period.) 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21-day 
content-review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

1. Correct the application by, for instance, correcting the spelling or name of the 
inert to that in 40 CFR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 21 day period. If this option is selected and implemented, the 
Agency will discuss harmonizing the timeframe for both actions. 

5 166 



3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
me-too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R301 or 
A531. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 

6 
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Script for Rejection Phone calls 

Contact Name: ~C\the.ri·n_c N lt\l( 
Phone#: 311- LI 33- JI (c u-:r 
Email: h\tl\tv_ \(Glfutr\n.t-°'- G eJctnc.o .c\Jrn 

First Call/Initials: 
Date: D1- / 11 I lil I ot-l\J. 
Time: 

Second Call/Initials: 
Date: 
Time: 

This is ______________ , EPA contractor. 

I'm calling regarding your submissi9n in support of 
\o tru n x J rn l 1. d. • /· (At l t- ( YJ -e._ ) 

We have found the following deficiencies regarding: 
PR Notice 86.5: Yes or No 

~ .,,"V Volume/Study Title: ) O..Vlcl tc. f 0vttuchrn Y\t° 
~'\.~:;t-~ ~~t) 0 I . ncnc0Y'f ~mCTrn.tnt lpy! 

Volume/Study Title: 

~ - \.:~ '51\Jctu ca- : 
~:~ z 

r>.;,)\li Volume/Study Title: 

Additional volumes continued on back of page: Yes or No 

Application Package: Yes or No 

These deficiencies have been approved by EPA. 
The corrections can be faxed to 703-305-5060/ Attn: ______ _ 

Second Call/Email: 
If we do not receive the corrections by , we will process 
your submission, accordingly. Please direct all future calls and 
correspondence to the appropriate EPA Risk Manager. 
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EPA Submission_: Spinetoram 11.2% Cat (EPA Registration Number: 
72642-RN) 
Jennifer Brandon to: meyer_katherine_a 07/13/2012 10:00 AM 
Cc: Sree Nair 

Ms. Meyer, 

This is a follow up email to my correspondence sent on 07/11/12, with regards to your 
application for the product Spinetoram 11.2% Cat (72642-RN). I have made several attempts to 
reach you at 317-433-2167. Due to time constrains on my part, I will be sending the application 
and studies directly to the PM. Please send all study corrections to the corresponding PM. 

Thanks, 

Jennifer Brandon 
Data Analyst (EPA Contractor) 
2777 S. Crystal Drive 
Arlington, VA 22202 
Ph: 703-305-0074 
Fax: 703-305-5060 
Email: brandon.jennifer@epa.gov 

- Forwarded by Jennifer Brandon/DC/USEPA/US on 07/13/2012 09 :58 AM -

From: 
To: 
Cc: 
Date: 
Subject: 

Ms.Meyer 

Jennifer Brandon/DC/USEPA/US 
meyer_katherine_a@elanco.com 
Sree Nair/DC/USEPA/US@EPA 
07/11/2012 09:19 AM 
EPA Submission : Spinetoram 11 .2% Cat (EPA Registration Number: 72642-RN) 

This is a follow- up email with regard to your submission in support of the product Spinetoram 
11.2% Cat (E:PA Registration Number: 72642-RN). We have found the following deficiencies 
regarding the studies submitted with your application: 

Study 01: Vol.#: 72642-RN-2 

Study 02: Vol.#: 72642-RN-3 

The presence of a Confidential Attachment causes a direct conflict with the No Claim of 
Confidentiality Statement on page 2 of the study. 

You can send the study corrections by email to brandon.jennifer@epa.gov. 
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R 310 

End Use (EP) or Manufacturing Use (MP) product or Technical Grade of the Active Ingredient (TGAI). 
Must submit Group A and B product chemistry data for each proposed product unless it's a 100% 
identical (repack): YES or NO (circle one) 

EP Data MP Data 
Guideline Group A: Product Chemistry Data Submitted Submitted TGAI 
No. Study Title Yes No Yes No Yes No 
830.1550 Product Identity & Composition iJ 

Description of materials used to ..; 
830.1600 produce the product 
830.1 650 Description of formulation process v 
830.1670 Discussion on the formation of impurities v 
830.1700 Preliminary analysis ../ 
830.1750 Certified limits (158.345) v 
830.1800 Enforcement analytical method v 

EP Data MP Data 
Guideline 
No. 

Group B: Product Chemistry Data Study f--S_u_b_m_,i_tt_e_d __ s_u_b_m~itt_e_d_+--TG_A_I ~---4 
Title No Yes No Yes No 

830.6302 Color 
830.6303 Ph sical State 
830.6304 Odor 

830.6313 

830.6314 
830.6315 
830.6316 
830.6317 
830.6319 
830.6320 Corrosion Characteristics 
830.6321 Dielectric Breakdown Volta e 
830.7000 H 

830.7100 
830.7200 
830.7220 
830.7300 
830.7370 Dissociation Constant 
830. 7550 Partition Coefficient 
830. 7840 Water Solubili 
830. 7950 Va or Pressure 
Grayed out = data not required 

1 
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• UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

July 5, 2012 
OFFICE OF 

PREVENTION, PESTICIDES AND 
TOXIC SUBSTANCES 

OPP Decision Number: D-466770 
EPA File Symbol or Registration Number: 72642-RN 
Product Name: SPINETORAM 11.2% CAT 
EPA Receipt Date: 29-Jun-2012 
EPA Company Number: 72642 
Company Name: ELANCO ANIMAL HEAL TH 

KA THERINE A. MEYER 
ELANCO ANIMAL HEAL TH 
A DIVISION OF ELI LILLY AND COMP ANY 
2500 INNOVATION WAY 
GREENFIELD, IN 46140 

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your application and certification of 
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will 
be communicated separately. During the administrative screen, the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: R310 

NEW PRODUCT;NON-F AST TRACK (INCLUDES REVIEWS OF PRODUCT 
CHEMISTRY;ACUTE TOXICITY;PUBLIC HEALTH PEST EFFICACY); 

No additional payment is due at this time. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-9362. 

Sincerely, ~ 

r~~ 
Front End Processing Staff 
Information Technology & Resources Management Division 
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J( 
IFee for Service! {9194624-

This package includes the following 

@ New Registration 

o Amendment 

for Division 

0 AD 
0 BPPD 

@RD 
~ studies? o Fee Waiver? 

0 vol pay 0/o Reduction: _ 
Risk Mgr. [![] 

Receipt No. S-1 919462 

EPA File Symbol/Reg. No. I 72642-RN 

Pin-Punch Date: I 6/29/2012 

D This item is NOT subject to FFS action. 

Parent/Child Decisions: 

Requested: I ~3\'0 
Granted: I ~ B\'D 

Amount Due: $ '"'\,P.o, 

[i] Inert Cleared for Intended Use [i] Uncleared Inert in Product 

Reviewer:_____..'B~·-~-~"-"-\ _______ _ Date: -i\d--\\~ 
Remarks: 
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· Receipt for Section 3 • ,,. ..-.. _ [QJ~ 

• 
Fee For Service: • Yes! No 

Risk Manager: [Registration Division, Risk Management Team 13 

Product#: 72&42-RH 

Me Too 
Section3: 2642-9 

Me Too 
Product Name: SSURITY CAT 

~-~-

Billable: • Yes No 

_yj 

Application Dede: 8-Jun-201 2 1: • .:1.:1 1 ~ OPP Rec'vd Date: 9-Jun-2012 

Front End Date: 2-Jul-2012 ~ Risk Manager Send Date: 

FFS Due Date: [ 

OPP Target Delle: j~==~~~ 
Negotiated Due Date: r 

====::'..I 

Receipt Description: 
~~~~~~~~~~~~~~~~~~~~~~-

lA. pp Ii cation for pesticide registration 

Print Letter 

Enter More Information 

Receipt Content 
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• 

FEE FOR SERVICE 
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• 

• 

• 

• Elanco Animal Health 

Pay.gov - Unlll1e Payment 

Online Payment 
Step 3: Confirm Payment 

Thank you. 

Registration of Spinetoram 11.2% Cat 

Your transaction has been successfully completed. 

Pay.g!)v Tracking Information 

Application Name: PRIA Service Fees 
Pay.gov Tracking ID: 2573LTDJ 
Agency Tracking ID: 74326930868 

Transaction Date and Time: 06/22/2012 11 :06 EDT 
Payment Summary 

• Page 8 of 46 

Page 1ot1 

11213 

Ade!_~~_ Info~!~~ ______ J ~~.£~.!!'!orm~tion ____ _!' ~_l!yme_n..!_lnfo.!_matlo'!_ ________ Jj 
Account Holder Daniel _R ! Card Type: Visa Payment Amount: $4,807.00 \ 

Name: Engleking I Card Number: ... *********2058 Transaction Date 06/22/2012 i 
2500 Innovation , Decision and Time: 11 :06 EDT i 

Billing Address: Way I Number: i 
Billing Address I Registration l 

2: ! Number: I 
City: Greenfield ! Company Elanco Animal i 

State I Province: IN I Name: Health 
Zip I Postal 46140 I Company 

72642 Code: Number: 
Country: USA Action Code: R310 

https://www.pay.gov/paygov/payments/authorizePlasticCardPayment.htmJ 

....... 
• • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

6/22/2012 
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Elanco Animal Health • • Registration of Spinetoram 11.2% Cat Page 9 of 46 

• .y ... ,.! . .. 
' 1'1•••• ,.lid lnltruttlona on ,..,,.,.. h•f0t9 comol•t/1>11 form. Fonn &ftftroved. OMB No. 2070.00110 

United Stetee ~ Reglstnotlon 
OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Weahington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Meneger 3. Propoaed Cleuifioaitlon 
Elanco Animal Health I EPA File No. 72642-RN Mark Suarez 

0None D Reatricted 
4. Compeny/Product (Nem•I PMI 
Spinetoram 11 .2% Cat 13 

5. Neme end Addren of Applicant /Include ZIP Code/ 6 . Expedited Review. In accordance with AFRA Section 3(cJ(31 

Elanco Animal Health, A Division of Eli Lilly & Company 
(bl(iJ , my product is similar or identical in composition and labeling 
to: . 

2500 Innovation Way, Greenfield, IN 46140 EPA Reg. No. 
72642-9 

D Ch•ck If this is • ll•W addr11SS Product Name 
Assurity (L899 Insecticide) 

Section - II 

D Amendment· Explein b.!ow. D Final print~ labels in recponoe to 
Agonoy letter dated 

D Resubmlaaion In reeponH to Agency letter dated .EJ "Me Too• Application. 

D Notif1Cetion - Explain below. D Other - Explllln below. 

Explanation: u .. additionel pagelal If nece .. ary. (For aectlon 1 and Section 11.) 

PRIA Category: R310 
Agency Tracking ID: 74326930868 
Pay.gov Tracking ID: 2573LTDJ 

• Section - Ill 
1. Material Thi• Product WDI Be Pacl<aoed In: 

Chl1d·Rellistant Packaging Unit Peck.aging Water Soluble Packaging 2. Typa of Conteiner 

~Yeo• Elv .. ~ 
v .. §~w 

No No No 
Pla•tio 
Gle" 

• Certif"H:ation must 
If -Voe• No. per If ·vas· No.per Pap or 
Unit Packaging wgt. container Package wgt container Othlf !Specify) 

IHI submitted 0.026fl oz see below I 
3. Locallon of Not Contentt Information 4. Sizelsl Re!Ail Conteiner , 5. Location of Label Directions 

On Lebel Jg] Label ~Container 1,2,3.4.6,8, 12 x Applicators e::3 On Labeling accompanying product 

6. Manner In Which Label ia Affixad to Product ~Uthograph ~ Other oroduct insert 
Peper Pilued 
Stenci 9d 

Section - IV 
1. Contact Point /Compl•t• it•ms dir•ctly b./ow for idmtification of individual to be conract•d, If necus.ry, to procm thi& .pp/ication.J 

Name Title I Telephone No. (Include Area Code) 
Katherine A. Meyer Associate Consultant 317-433-2167 

Certification !I. Date Applic1tlon 

I certify that the statements I have made on this form and all attachments thereto ere UUe, ec:curete and complete. Recelved 

I acknowledge that any knowingly f.!se or misleading atetemont may be puni1hable by fine or imprieonmont or (Stamped) 
both under appUcllble lew. 

2. SigMture 3. Title 

i{~ O..-m¥ Associate Consultant, Regulatory Affairs 

4. Typed Nern• s.o~ 

Katherine A. Meyer Jun 27, 2012 

• .. EPA Form 8570-1 IR.v. 8-M) Pre111ous od1tlons ere obsolete • Whl1e ·EPA File Copy (original) YeMow • Appllcant Copy 
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Elanco Animal Health • 

Mr. Mark Suarez 
Product Manager #13 
U.S. EPA- OPP - RD - IB 
One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

SUBJECT: 

COMPANY: 

CONTACT: 

PRIA: 

PRODUCT: 

Dear Mr. Suarez: 

Registration of Spinetoram 11.2% Cat. Page 5 of 46 

Elanco Animal Health 
A Division of Ell Lilly and Company 

2500 Innovation Way 
PO Box708 
Greenfield, IN 46140 

(317) 276-2000 

June 28, 2012 

Application for pesticide registration of a reduced risk RTU once a 
month topical for the prevention and treatment of flea infestation 
on cats and kittens, eight weeks and older. 

Elanco Animal Health, A Division of Eli Lilly and Company, 2500 
Innovation Way, Greenfield, IN 46104 

Katherine A. Meyer 
Associate Consultant - Regulatory Affairs 
Elanco Animal Health 
A Division of Eli Lilly and Company 
2500 Innovation Way 
Greenfield, IN 46140 

R 310 
Fee Paid on: June 22, 2012 
Agency tracking ID: 74326930868 

Spinetoram 11.2% Cat [EPA File Symbol 72642-RN] 

On behalf of Elanco Animal Health, I submit for your review and approval this applicatior, cu 
register a substantially similar ("me-too") topical product containing spinetoram for the 
prevention and treatment of flea infestations on cats and kittens eight weeks and older (similar 
to Assurity- EPA Reg.# 72642-9). 

In addition to this letter, this volume (Volume 1) contains: 

• Application for pesticide registration [8570-1] 

• Formulator's Exemption [8570-27) 

• Certification with respect to.data citation [8570-34) 
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Elanco Animal Health • Registration of Spinetoram 11.2% Cat. Page 6 of46 

• Data matrix [8570-35] 

o Draft label (5 copies); one bound into this volume and four loose 

• Confidential Statement of Formula (8570-4] 

Please note: There are 2 producers listed on the Confidential Statement of Formula (Form 
8570-4) due to th~ need to register a bulk container from the formulator and also the final 
commercial product in the applicator tubes. 

I~ addition to Volume 1, the Spinetoram 11.2% Cat application consists of the following (3 
copies each): 

VOLUME 72642-RN-2 

VOLUME 72642-RN-3 

VOLUME 72642-RN-4 

VOLUME 72642-RN-5 

VOLUME 72642-RN-6 

VOLUME 72642-RN-7 

VOLUME 72642-RN-8 

VOLUME 72642-RN-9 

Product Chemistry Evaluation of an 11.2% wt/wt 
Spinetoram Formulation {ABC Study No. 68064) 

Enforcement Method and Validation for the 
Quantitation of 11.2% wt/wt Spinetoram J and L in 
Formulation {ABC Study No. 68306) 

Bridging Rationale for Companion Animal Safety 
and Toxicology Requirements between Assurity 
and Spinetoram 11.2% Cat 

Primary Eye Irritation of Spinetoram 11.2% (MPI 
Study No. 130-266) 

Companion Animal Safety: A Pilot Topical Study in 
8-Week Old Kittens, Control Substances (MPI 
Study No. 130-256) 

Product Performance: Efficacy of Spinetoram 
11.2% {w/w) Topical Formulation Against Cc.t r:oo.s 
on Adult Cats {Study No. GN5US120009) 

Product Performance: Efficacy of Spinetoram 
11.2% (w/w) Topical Formulation Against Cat Fleac;; 
on Adult Cats (Study No. B6FUS120001) 

Product Performance: Knockdown and Speed of 
Kill Effectiveness of Spinetoram 11.2% (w/w) 
Topical Formulation Administered to Cats for the 
Treatment of Cat Fleas and Its Residual Efficacy 
(Study No. 86FUS120002) [Interim Report] 
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Elanco Animal Health • Registration of Spinetoram 11.2% Cat. Page 7 of 46 

Referring to the phone conference between Elanco Animal Health and your office held on March 
27, 2012: In this teleconference, EPA recommended PRIA Code 310 and the path of a "me-too" 
(substantially similar to Assurity- EPA Reg. No. 72642-9) registration to enable the conduct of 
a client owned study in the fall of 2012, after registration of Spinetoram 11.2% Cat. We would 
like to reiterate our intent to conduct this client-owned study. There has been a reduced rate of 
side effects observed in the completed laboratory studies conducted to support the registration 
of this product. The client-owned study will evaluate the rate and type of side effects in non­
laboratory animals using EPA registered product prior to commercial launch. This study is 
intended to demonstrate that Spinetoram 11 .2% Cat has fewer side effects compared to 
Assurity (EPA Reg. No. 72642-9). We appreciate the agency's willingness to work with us to 
allow for the conduct of this study in early November 2012 to be completed in time to launch the 
new product for the 2013 flea season, as discussed in our phone conference. 

No new human health risk assessment is needed for this "me-too" use (0376415). Elanco 
conducted a dislodgeable residue study and submitted a revised proposal for human health risk 
assessment for Assurity (MAID 48595401 ). However, EPA should note the amount of 
spinetoram applied is reduced from 21 O mg to approximately 90 mg with the Spinetoram 11.2% 
Cat product and therefore the margin of exposure to dislodgeable residues will correspondingly 
increase (improve). Elanco Animal Health is willing to provide revised calculations for the 
margin of exposure and human health risk assessment as a condition of registration if EPA 
would need it for further future refinements. 

If you have any questions or require further information, please do not hesitate to contact me by 
email at meyer_katherine_a@elanco.com or by phone at 317-433-2167. 

Sincerely, 

I(~ V'lllr 
Katherine A. Meyer 
Elanco Animal Health 

•••••• • • • • • • • • 
•••••• • • 

~ . 
•• 

••••• • • • • •••o• 
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Elanco Animal Health • Registration of Spinetoram 11.2% Cat. Page 1of2 

Transmittal Document 

SUBMITTER: 
('cc • 

n cee 
r • 
~ t 

( (I c 
r " • • • Elanco Animal Health 

A Division of Eli Lilly & Company 
2500 Innovation Way 

OClOeee 

• • 
0 • 

• 

Co e 
• • • . " .. 
• .. 0 

Greenfield, IN 46140 

Company Contact: 
Typed Name of Signer: 

Phone: 
Fax: 
Email address: 

Katherine A. Meyer 
Elanco Animal Health 

317-433-2167 
317-277-4755 
meyer _katherine _a@elanco.com 

0(1,.. c 
c • 
" . one: o 

" . . 
c c •• 

• 
c • 
O O•• 
0 

00 • 

• • • 
0 •• 

REGULATORY ACTION IN SUPPORT OF WHICH THIS PACKAGE IS SUBMITTED: 
APPLICATION TO REGISTER SPINETORAM 11 .2% CAT 
A once monthly topical for the prevention and treatment of flea infesta1ion on cats 
and kittens, eight weeks and older. 

TRANSMITTAL DATE: 
June 28, 2012 

PRIA INFORMATION: 
PRIA Category: 
Agency Tracking ID: 
Pay.gov Tracking ID: 

LIST OF SUBMITTED DOCUMENTS: 

VOLUME 72642-RN-1 

VOLUME 72642-RN-2 

VOLUME 72642-RN-3 

R310 
74326930868 
2573LTDJ 

Administrative Volume: Application , ConfidentiaJ 
Statement of Formula, Forms , Labels & 

Correspondence 

Product Chemistry Evaluation of an 11.2% wt/wt 
Spinetoram Formulation (ABC Study No. 68064) 

Enforcement Method and Validation for the 
Quantitation of 11.2% wt/wt Spinetoram J and L in 

_ Formulation (ABC Study No. 68306) 
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Elanco Animal Health • 
VOLUME 72642-RN-4 

VOLUME 72642-RN-5 

VOLUME 72642-RN-6 

VOLUME 72642-RN-7 

VOLUME 72642-RN-8 

VOLUME 72642-RN-9 

Registration of Spinetoram 11.2% Cat. Page 2 of 2 

Bridging Rationale for Companion Animal Safety 
and Toxicology Requirements between Assurity 
and Spinetoram 11.2% Cat 

Primary Eye Irritation of Spinetoram 11. ~% (MPI 
Study No. 130-266) 

Companion Animal Safety: A Pilot Tori ical Stl..1ciy i11 

8-Week Old Kittens, Control Substance , (MPI 
Study No. 130-256) 

Product Performance: Efficacy of Spinetoram 
11.2% (w/w) Topical Formulation Against Cat Fleas 
on Adult Cats (Study No. GN5US120009) 

Product Performance: Efficacy of Spinetoram 
11.2% (w/w) Topical Formulation Against Cat Fleas 
on Adult Cats (Study No. 86FUS120001) 

Product Performance: Knockdown and Speed of 
Kill Effectiveness of Spinetoram 11.2% (w/w) 
Topical Formulation Administered to Cats for the 
Treatment of Cat Fleas and Its Residual Efficacy 
(Study No. 86FUS120002) [Interim Report] 
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• 

• • Elanco Animal Health Registration of Spinetoram 11.2% Cat Page 12 of 46 

Form approved. OMB No. 2070-0060, 2070-0057, 2070-0107, 2070-0122, 2070-0164. 

&EPA 
United Stales 

Environmental Protection Agency 
Washington, DC 20460 

Formulator's Exemption Statement 
(40 CFR 152.85) 

Applicant's Name and Address 

Elanco Animal Health 
A Division of Eli Lilly and Company 
2500 Innovation Way 
Greenfield, IN 46140 

EPA File Symbol/Registration Number 

72642-RN 

Product Name 

Spinetoram 11.2% Cat 

Date of Confidential Statement of Formula (EPA Form 8570-4) 

06/12/2012 
As an authorized representative of the applicant for registration of the product Identified above, I certify that 

(1) This product contains the following active lngredient(s): 

Spinetoram Technical (86.4%) 

(2) Of these, each active Ingredient listed in paragraph (4) is present solely as the result of the use of that active Ingredient in the manufacturing, 
formulation or repackaging another product which contains that active Ingredient which is registered under FIFRA Section 3, is purchased by 
us from another person and meets the requirements of 40 CFR section 15B.50(e)(2) or (3) . 

(3) Indicate by checking (A) or (B) below which paragraph applies: 

71 (A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above Identified product Is attached to this statement. 

That formula statement Indicates, by company name, registration number, end product neme, the source of the active lngredlent(s) listed In 

paragraph (1 ). 

OR 

I (BJ The Confidential Statement of Formula (CSF)(EPA Form 6570-4) referenced above and on Illa with Iha EPA Is complete, currant, an 

accurate and contains the Information required on Iha current CSF. 

(4) The following active Ingredients in this product qualify for the formulator's exemption. 

Source 

Active Ingredient Product Name 

Spinetoram J (CAS # 187166-40-1) 
Spinetoram L (CAS # 187166-15-0) 

Signature Name and Tille 

'/{a,/;~ {2. '('()~ Katherine A. Meyer 
EPA Form 8570-27 (Rev. 06-2004')' 

Registration Number 

Date 

0 06/27/2012 
Copy 1 - EPA 
Copy 2 - Applicant copy 
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• • Registration of Spinetoram -11.2% Cat Page 13 of 46 Elanco Animal Health 

• Form Annmved OMB Nos. 2070-0060; 2070-0057; 2070-0107; 2070-0122; 2070-0164 

_....."" ..... ) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ 1200 Pennsylvania Avenue, N.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 125 hours per response for registration 
and 0.25 hows per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send 
comments reganling burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director. Collection 
Strategics Division (28221), U.S. Environmeo1lll Protection Agency, 1200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the completed fonn 
to this address. 

Certification with Respect to Citation of Data 

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/Ale Symbol 
Elanco Animal Health, 2500 Innovation Way. Greenfield, IN 46140 Ph: 317-433-2167 72642-RN 

Active lnciredientlsl and/or reoresentative test comoound(s) Date 
Spinetoram Technical (Spinetoram J & Spinetoram L) June 27, 2012 

General Use Pattern(s) (list all those claimed for this product usini:i 40 CFR Part 156) Product Name 
Indoor Non-food use Spinetoram 11 .2% Cal 

NOTE: If your product ls a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to 
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 6570-27). 

D I am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should 
be used for this purpose). 

SECTION I: METHOD OF DATA SUPPORT (Check one method only) 

• D I am using the cite-all method of support, and have included with this form 

0 
I am using the selective method of support (or cite-all option 

a list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this form a 
should be used for this purpose). completed list of data requirements (the Data Matrix form must be 

used). 

SECTION II: GENERAL OFFER TO PAY 

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements) 

0 I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

I certify that this application for registration, this form for reregistration, or this Data-Call-In response Is supported by au data submitted or cited In the 
applicatlon for registration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-an option or cite-all option under the selective method Is 
Indicated In Section I, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or 
substantially slm~ar product, or one or more of the ingredients In this product; and (2) is a type of data that would be required to be submitted under the data 
requirements In effect on the date of approval of this application If the application sought the initial registration of a product of Identical or similar composition and 
uses . 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have obtained 
the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exduslve use study, either: {a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; or (e) I have notified in writing the company that submitted the study and have 
offered (I) to pay compensation to the extent required by sections 3(c)(1 )(F) and/or 3(c)(2)(B) of FIFRA; and (fi) to commence negotiations to determine the 
amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery In 
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce such 
evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in conformity with 
FJFRA. 

I certify that the statements I have made on this form and all attachments to It are true, accurate, and complete. I acknowledge that any 
knowingly false or misleading statement may be punishable by fine or Imprisonment or both under applicable law. 

Signature 

'!(~ {l 'fll£jfU 
Date Typed or Printed Name and TrUe 

June 27, 2012 Katherine A. Meyer 

• EPA Form 8570-34 (12-2003) Electronic and Paper versions available. Submit only Paper versJOn. 
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,.., ..... Form Approved OMB No. 2070-0060 

~ 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of Information Is estimated to average 025 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send oomments regarding the burden estimate or any other aspect of this collection of 
lnfclfmatlon, fncfudfng suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date 6/27/2012 EPA Reg No./File Symbol 72642-RN Page 1 Jf 2 

Appllcant's/R®islranl's Name & Address Product 

Elanco Animal Health, A Division of En Lilly & Company, 2500 innovation Way, Greenfield, IN 46140 Spinetoram 11.2% Cat 

Ingredient Spineloram Technical (86.4%} 

Guideline Reference Number Guideline Study Name MRIDNumber Submilter Status Nole 

OPPTS 830.1550 Product identity and composition this submission Elanco Animal Health Own 72642-RN-2 

830.1600 Description of starting materials used to make product this submission Efanco Animal Heafth Own 72642-RN-2 

830.1650 Description of the formulation process this submission Efanco Animal Health Own 72642-RN-2 

830.1670 Discussion of formation of impurities this submission Elanco Animal Heafth Own 72642-RN-2 

830.1750 Certified Limits this submission Elanco Animal Health Own 72642-RN-2 

630.1800 Enforcement Analytical Method this submission Elanco Animal Health Own 72642-RN-2 

830.600017000 Physical/chemical characteristics this submission Elanco Animal Heafth Own 72642-RN-2 

40 CFR 160.105 Test sample characterization & stability evaluation this submission Elanco Animal Health Own 72642-RN-6 

-
40 CFR 160.105 Test sample characterization & stability evaluation this submission Elanco Animal Health Own 72642-RN-7 

870.1100 Acute oral toxicity 47920101 Elanco Animal Health Own Bridged 

870.1200 Acute dermal toxicity 47920102 Elanco Animal Health Own Bridged -
670.1300 Acute inhalation toxicity 47920103 Elanco Animal Health Own Bridged 

870.2400 Acute eye irritation this submission Elanco Animal Health Own 72642-RN-5 

670.2500 Acute dermal irritation 47920104 Elanco Animal Health Own Bridged 

670.2600 · Skin Sensitization 47920105 Elanco Animal Health Own Bridged 

Signature 

-!(~ {/_ 
Name and Trtle Date 

/71~ Katherine A. Meyer. Associate Regulatory Consultant 0612712012 . .. 
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Fonn Approved OMS No. 2070-0060 

\~/ 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, lnduding lime for reading the instructions and completing the necessary fonns. Sel)d comments regarding the burden esUmate or any other aspect of this collection of 
infonnation, inducting suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date 6/27/2012 EPA Reg NoJFile Symbol 72642-RN Page2 Jf 2 

AppJicant'slRe11istranrs Name & Address Product 

Elanco Anlmal Health, A Division of Eli Lllly & Company, 2500 Innovation Way, Greenfield, IN 46140 Spinetoram 11 .2% Cat 

Ingredient Spinetoram Technical (86.4%) 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Nate 

OPPTS 870.7200 Companion Animal Safety (cats) 47699910 Elanco Animal Health Own Bridged 

Companion Animal Safety (kittens) 47699912 Elanco Animal Health Own Bridged 

Companion Animal Safety (kitfens-exciplents only) this submission Elanco Animal Health Own 72642-RN-6 

Bridging Rationale· Comp. Animal Safety/Toxicology this submission Elanco Anlmal Health Own 72642-RN-4 

40CFR159.165 Adverse Incident Report related to 72642-9 (Assurity) 47899911 Elanco Animal Health Own 

810.3300 Product Perfonnance this submission Elanco Animal Health Own 72642-RN-7 

- Product Perfonnance this submission Elanco Animal Health Own 72642-RN-8 

Product Performance this submission Elanco Animal Health Own 72642-RN-9 

Signature 

t(~t?fl~ 
Name and Title Date 

Katherine A. Meyer, Associate Regulatory Consultant 0612712012 

EPA Form 8570-35 (9-97) 8ectromc and Paper vers10ns ava!lable. Submit only Paper vers10n. Agency Internal Use Copy 
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• • 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwort<; Reduction Act Notice: The public reporting burden for this collection of information is estimated lo average 0.25 hours per response for registration activities and 025 hours per response for 
reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of, 
information, including suggestions for reducing Iha burden to:..Diractor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date 6127 /2012 EPA Reg NoJFiie Symbol 72642-RN Page 1 of 2 

Applicant's/Registrant's Name & Address Product 

Eianco Animal Health, A Division of Eli Lilly & Company, 2500 Innovation Way, Greenfield, IN 46140 Spinetoram 11.2% Cat 

ingredient Splnetoram Technical (86.4%) 

Submitter Status Note 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco· Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Name and Title Date 

Katherine A. Meyer, Associate Regulatory Consultant 06/27/2012 

EPA Form 8570-35 (9-97) Electronic and aper versions available. Submit only Paper version. Public File Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, O.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, Including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate er any other aspect of this collection of 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Stree~ S.W., Washington, DC 20460. Oo not 
send the form to this address. 

DATA MATRIX 

Date 6/27/2012 EPA Reg NoJFlle Symbol 72642-RN Page2 of 2 

Applicant's/Registrant's Name & Address Product 

Elanco Animal Health, A Division of Eli Lilly & Company, 2500 Innovation Way, Greenfield, IN 46140 Spinetoram 11.2% Cat 

Ingredient Spinatoram Tachntcal (86.4%) 

Submitter Status Note 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Elanco Animal Health Own 

Name and Tltle Date 

Katherine A Meyer, Associate Regulatory Consultant 06/27/2012 

EPA Form 8570-35 (9-97) Eleclronic and P per versions available. Submit only Paper version. Public File Copy 
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• • Elanco Animal Health Registration of Spinetoram 11.2% Cat Page 3 of 46 

GOOD LABORATORY PRACTICES STATEMENT 

The purp~se and scope of this study DO NOT fall under the requirements of 40 CFR 160. 

Submitter: i(_ati~ (}, 0f.~1-1 . 

Typed Name of Signer: Katherine A. Meyer 

Typed Name of Company: Elanco Animal Health 

•• •••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 
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